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Center for Devices and Radiological Health )

Proposed Expansion Pilot List of Devices
for Third Party Review under the FDA
Modernization Act of 1997 - June 2000

In an effort to expand the use of the FDAMA third party (Accredited Persons) program FDA is proposing an
expansion pilot that will allow third party review of all Class |l devicesregulated by CDRH that the agency
believes are not prohibited by law. The pilot program will allow for the conditional acceptance of reviews from
Accredited Persons of Class I devices for which there are no device-specific guidance documents. Information
on the expansion pilot program, including criteria that would allow for the review of devices on this proposed list
can be found in a draft guidance document entitled, Guidance for Staff, Industry and Third Parties:

Implementation of Third Party Programs Under the FDA Modernization Act of 1997. This draft guidanceisa

revision of the October 30, 1998 guidance document with the same title. The revisions in the draft guidance
address issues associated with third party review of the proposed expansion pilot list of devices.

This document lists Class || devices that FDA intendsto include in its proposed expansion program under the
Accredited Persons Program.

Anesthesiology Panel

Regulation Name

Section No. | b it Code-Device Name

868.1040 |POWERED ALGESIMETER

BSl - ALGESIMETER, POWERED

868.1075 |[ARGON GAS ANALYZER

JEG - ANALYZER, GAS, ARGON, GASEOUS-PHASE

868.1400 [ CARBON-DIOXIDE GASANALYZER

CCK - ANALYZER, GAS, CARBON-DIOXIDE, GASEOUS-PHASE

868.1430 | CARBON-MONOXIDE GASANALYZER

CCJ- ANALYZER, GAS, CARBON-MONOXIDE, GASEOUS-PHASE

868.1500 [ENFLURANE GAS ANALYZER

CBQ- ANALYZER, GAS, ENFLURANE, GASEOUS-PHASE (ANESTHETIC CONC.)

868.1620 [HALOTHANE GAS ANALYZER

CBS- ANALYZER, GAS HALOTHANE, GASEOUS-PHASE (ANESTHETIC CONC.)

868.1640 [HELIUM GAS ANALYZER

BSE - ANALYZER, GAS, HELIUM, GASEOUS-PHASE

868.1670 [INEON GASANALYZER

JEF - ANALYZER, GAS, NEON, GASEOUS-PHASE
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868.1690

NITROGEN GASANALYZER

CCl - ANALYZER, GAS, NITROGEN, GASEOUS-PHASE

868.1700

NITROUS-OXIDE GASANALYZER

CBR - ANALYZER, GAS, NITROUS-OXIDE, GASEOUS PHASE (ANESTHETIC CONC.)

868.1720

OXYGEN GASANALYZER

CCL - ANALYZER, GAS, OXYGEN, GASEOUS-PHASE

868.1730

OXY GEN-UPTAKE COMPUTER

BZL - COMPUTER, OXY GEN-UPTAKE

868.1750

PRESSURE PLETHY SMOGRAPH

CCM - PLETHYSMOGRAPH, PRESSURE

868.1760

VOLUME PLETHY SMOGRAPH

JEH - PLETHYSMOGRAPH, VOLUME

868.1780

INSPIRATORY AIRWAY PRESSURE METER

BXR - METER, AIRWAY PRESSURE (INSPIRATORY FORCE)

868.1800

RHINOANEMOMETER

BXQ - RHINOANEMOMETER (MEASUREMENT OF NASAL DECONGESTION)

868.1840

DIAGNOSTIC SPIROMETER

BZG - SPIROMETER, DIAGNOSTIC

868.1850

MONITORING SPIROMETER

BZK - SPIROMETER, MONITORING (W/WO ALARM)

868.1860

PEAK FLOW METER FOR SPIROMETRY

BZH - METER, PEAK FLOW, SPIROMETRY

868.1880

PULMONARY FUNCTION DATA CALCULATOR

BZC - CALCULATOR, PULMONARY FUNCTION DATA

868.1890

PREDICTIVE PULMONARY FUNCTION VALUE CALCULATOR

BTY - CALCULATOR, PREDICTED VALUES, PULMONARY FUNCTION

868.1900

DIAGNOSTIC PULMONARY FUNCTION INTERPRETATION CALCULATOR

BZM - CALCULATOR, PULMONARY FUNCTION INTERPRETATOR (DIAGNOSTIC)

868.1920

ESOPYAGEAL STETHOSCOPE WITH ELECTRICAL CONDUCTORS

BZT - STETHOSCOPE, ESOPHAGEAL, WITH ELECTRICAL CONDUCTORS

868.2025

ULTRASONIC AIR EMBOLISM MONITOR

CBA - MONITOR, AIR EMBOLISM, ULTRASONIC

868.2375

BREATHING FREQUENCY MONITOR

MNR - VENTILATORY EFFORT RECORDER

BZQ - MONITOR, BREATHING FREQUENCY

868.2500

CUTANEOUS OXYGEN MONITOR
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KLK - MONITOR, OXYGEN, CUTANEOUS, FOR INFANT NOT UNDER GAS ANESTHESIA

868.2550

PNEUMOTACHOMETER

JAX - PNEUMOTACHOMETER

868.2600

AIRWAY PRESSURE MONITOR

CAP- MONITOR, AIRWAY PRESSURE (INCLUDES GAUGE AND/OR ALARM)

868.2775

ELECTRICAL PERIPHERAL NERVE STIMULATOR

KOI - STIMULATOR, NERVE, PERIPHERAL, ELECTRIC

BXM - STIMULATOR, NERVE, AC-POWERED

BXN - STIMULATOR, NERVE, BATTERY-POWERED

868.5120

ANESTHESIA CONDUCTION CATHETER

BSO - CATHETER, CONDUCTION, ANESTHETIC

868.5130

ANESTHESIA CONDUCTION FILTER

BSN - FILTER, CONDUCTION, ANESTHETIC

868.5140

ANESTHESIA CONDUCTION KIT

CAZ - KIT, CONDUCTION ANESTHETIC

868.5150

ANESTHESIA CONDUCTION NEEDLE

BSP- NEEDLE, CONDUCTION, ANESTHETIC (W/WO INTRODUCER)

MIA - NEEDLE, SPINAL, SHORT TERM

868.5160

GAS MACHINE FOR ANESTHESIA

ELI - GASMACHINE, ANALGESIA

868.5170

LARYNGO-TRACHEAL TOPICAL ANESTHESIA APPLICATOR

CCT - APPLICATOR (LARYNGO-TRACHEAL), TOPICAL ANESTHESIA

868.5260

BREATHING CIRCUIT BACTERIAL FILTER

CAH - FILTER, BACTERIAL, BREATHING-CIRCUIT

868.5270

BREATHING SYSTEM HEATER

BZE - HEATER, BREATHING SYSTEM W/WO CONTROLLER (NOT HUMIDIFIER OR NEBULIZER

868.5430

GAS-SCAVENGING APPARATUS

CBN - APPARATUS, GAS-SCAVENGING

868.5450

RESPIRATORY GASHUMIDIFIER

BTT - HUMIDIFIER, RESPIRATORY GAS, (DIRECT PATIENT INTERFACE)

868.5655

PORTABLE LIQUID OXYGEN UNIT

BYJ- UNIT, LIQUID-OXYGEN, PORTABLE

868.5665

POWERED PERCUSSOR

BYI - PERCUSSOR, POWERED-ELECTRIC

868.5690

INCENTIVE SPIROMETER

BWF - SPIROMETER, THERAPEUTIC (INCENTIVE)
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868.5710

ELECTRICALLY POWERED OXYGEN TENT

ENC - TENT, PEDIATRIC AEROSOL

868.5880

ANESTHETIC VAPORIZER

CAD - VAPORIZER, ANESTHESIA, NON-HEATED

868.5895

CONTINUOUSVENTILATOR

MOD - ACESSORY TO CONTINUOUSVENTILATOR (RESPIRATOR)

868.6250

PORTABLE AIR COMPRESSOR

BTl - COMPRESSOR, AIR, PORTABLE

874.4500

ENT MICROSURGICAL CARBON DIOXIDE LASER PRODUCT

LLO- LASER, NEODYMIUM:YAG, PULMONARY SURGERY

Clinical Chemistry Panel

Section No.

Regulation Name
Product Code-Device Name

862.1020

ACID PHOSPHATASE (TOTAL OR PROSTATIC) TEST SYSTEM

JFH - ACID PHOSPHATASE (PROSTATIC), TARTRATE INHIBITED

CIN - ACID PHOSPHATASE, NITROPHENYLPHOSPHATE

CJR - ACID PHOSPHATASE, THYMOL BLUE MONOPHOSPHATE

CIX - ACID PHOSPHATASE, DISODIUM PHENY LPHOSPHATE

CKB - ACID PHOSPHATASE, NAPHTHYL PHOSPHATE

CKE - ACID PHOSPHATASE, THYMOLPHTHALE INMONOPHOSPHATE

CKH - ACID PHOSPHATASE, BETA GLY CEROPHOSPHATE

862.1025

ADRENOCORTICOTROPIC HORMONE (ACTH) TEST SYSTEM

CKG - RADIOIMMUNOASSAY, ACTH

862.1035

ALBUMIN TEST SYSTEM

CIX - BROMCRESOL GREEN DYE-BINDING, ALBUMIN

CJF - TETRABROMOPHENOLPHTHALEIN, ALBUMIN

CJG - TETRABROMO-M-CRESOLSULFONPHTHALEIN, ALBUMIN

CJQ - RADIAL IMMUNODIFFUSION, ALBUMIN

CJW - BROMCRESOL PURPLE DYE-BINDING, ALBUMIN

CJZ - ACID, HYDROXYAZOBENZENE-BENZOIC, ALBUMIN

862.1045

ALDOSTERONE TEST SYSTEM

CJB - CHROMATOGRAPHIC SEPARATION/RADIOIMMUNOASSAY, ALDOSTERONE

CM - RADIOIMMUNOASSAY, ALDOSTERONE

862.1050

ALKALINE PHOSPHATASE OR ISOENZYMES TEST SYSTEM

CIN - ELECTROPHORETIC SEPARATION, ALKALINE PHOSPHATASE ISOENZYMES

ClIO- THYMOLPHTHALEIN MONOPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES
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CJE - NITROPHENYLPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CH - THYMOL BLUE MONOPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CJl - DISODIUM PHENYLPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CXK - PHENOLPHTHALEIN PHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CJ - BETA GLYCEROPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CJO - ALPHA-NAPHTHYL PHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

CKFE - PHENYLPHOSPHATE, ALKALINE PHOSPHATASE OR ISOENZYMES

862.1070 |[AMYLASE TEST SYSTEM

KHM - NEPHELOMETRIC, AMYLASE

JEJ- CATALYTIC METHODS, AMYLASE

ClJ- SACCHAROGENIC, AMYLASE

CIK - RADIAL DIFFUSION, AMYLASE

CIW - STARCH-DYE BOUND POLYMER, AMYLASE

CJID - NITROSALICYLATE REDUCTION, AMYLASE

862.1085 |ANGIOTENSIN | AND RENIN TEST SYSTEM

CIB - RADIOIMMUNOASSAY, ANGIOTENSIN | AND RENIN

862.1090 |ANGIOTENSIN CONVERTING ENZYME TEST SYSTEM

KON - RADIOASSAY, ANGIOTENSIN CONVERTING ENZYME

862.1100 |ASPARTATE AMINO TRANSFERASE (AST/SGOT) TEST SYSTEM

CIF- VANILLIN PYRUVATE, AST/SGOT

ClQ - DIAZO, AST/SGOT

CIS- HYDRAZONE COLORIMETRY, AST/SGOT

CIT - NADH OXIDATION/NAD REDUCTION, AST/SGOT

862.1110 |BILIRUBIN (TOTAL AND DIRECT) TEST SYSTEM

JEM - ENZYMATIC METHOD, BILIRUBIN

CIG- DIAZO COLORIMETRY, BILIRUBIN

862.1118 |[BIOTINIDASE TEST SYSTEM

NAK - SYSTEM,TEST ,BIOTINIDASE

862.1120 |BLOOD GASES (PCO2, PO2) AND BLOOD PH TEST SYSTEM

CHL - ELECTRODE MEASUREMENT, BLOOD-GASES (PCO2, PO2) AND BLOOD PH

862.1140 |[CALCITONIN TEST SYSTEM

JKR - RADIOIMMUNOASSAY, CALCITONIN

862.1145 |CALCIUM TEST SYSTEM

JEN - ATOMIC ABSORPTION, CALCIUM

JFO - FLUOROMETRIC, CALCIUM

JFP - ELECTRODE, ION SPECIFIC, CALCIUM
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CHC - TITRIMETRIC PERMANGANATE AND BROMOPHENOL BLUE, CALCIUM

CHW - TITRIMETRICWITH EDTA AND INDICATOR, CALCIUM

CHZ - DI (O-HYDROXYPHENYLIMINE) ETHANE, CALCIUM

CIA - METHYLTHYMOL BLUE, CALCIUM

CIC - CRESOLPHTHALEIN COMPLEXONE, CALCIUM

CID - ALIZARIN SULFONATE, CALCIUM

CGJY - AZODYE, CALCIUM

862.1155

HUMAN CHORIONIC GONADOTROPIN (HCG) TEST SYSTEM

NAL - TEST,IMMUNOASSAY ,BIOSENSOR,HCG

862.1177

CHOLYLGLYCINE TEST SYSTEM

KWW - RADIOIMMUNOASSAY, CHOLYGLYCINE, BILE ACIDS

862.1187

CONJUGATED SULFOLITHOCHOLIC ACID (SLCG) TEST SYSTEM

KWX - RADIOIMMUNOASSAY, CONJUGATED SULFALITHOCHOLIC (SLCG) ACID, BILE ACIDS

862.1205

CORTISOL (HY DROCORTISONE AND HYDROXY CORTICOSTERONE) TEST SYSTEM

JFT - FLUOROMETRIC, CORTISOL

CGR - RADIOIMMUNOASSAY, CORTISOL

862.1215

CREATINE PHOSPHOKINASE/CREATINE KINASE OR ISOENZYMES TEST SYSTEM

MMI - IMMUNOASSAY METHOD, TROPONIN SUBUNIT

MYT - BIOSENSOR, IMMUNOASSAY, CPK OR ISOENZYMES

JHS- DIFFERENTIAL RATE KINETIC METHOD, CPK OR ISOENZYMES

JHT - CHROMATOGRAPHIC SEPARATION, CPK ISOENZYMES

JHW - U.V. METHOD, CPK ISOENZYMES

JHX - FLUOROMETRIC METHOD, CPK OR ISOENZYMES

JHY - COLORIMETRIC METHOD, CPK OR ISOENZYMES

CGS- NAD REDUCTION/NADH OXIDATION, CPK OR ISOENZYMES

862.1230

CYCLIC AMPTEST SYSTEM

CGT - RADIOIMMUNOASSAY, CYCLIC GMP

CHO - RADIOIMMUNOASSAY, CYCLIC AMP

862.1295

FOLIC ACID TEST SYSTEM

CGN - ACID, FOLIC, RADIOIMMUNOASSAY

862.1315

GALACTOSE-1-PHOSPHATE URIDY LTRANSFERASE TEST SYSTEM

JLJ- URIDINE-5-DIPHOSPHOGLUCOSE, NAD (U.V.), ALPHA-D GALACTOSE-1-PHOSPHATE

KQP - FLUORESCENT PROC. (QUAL.), GALACTOSE-1-PHOSPHATE URIDYL TRANSFERASE

862.1340

URINARY GLUCOSE (NONQUANTITATIVE) TEST SYSTEM

JM - METALLIC REDUCTION METHOD, GLUCOSE (URINARY, NON-QUANT.)

862.1377

URINARY HOMOCY STINE (NONQUANTITATIVE) TEST SYSTEM
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LPS - URINARY HOMOCY STINE (NONQUANTITATIVE) TEST SYSTEM

862.1445 |LACTATE DEHYDROGENASE ISOENZYMES TEST SYSTEM

JGF - DIFFERENTIAL RATE KINETIC METHOD, LACTATE DEHYDROGENASE ISOENZYMES

CEX - CHROMATOGRAPHIC SEPARATION, LACTATE DEHYDROGENASE ISOENZYMES

CFE - ELECTROPHORETIC, LACTATE DEHY DROGENASE ISOENZYMES

862.1455 |LECITHIN/SPHINGOMYELIN RATIO IN AMNIOTIC FLUD TEST SYSTEM

JHFE - COLORIMETRIC METHOD, LECITHIN/SPHINGOMYELIN RATIO

JHG - CHROMATOGRAPHIC SEPARATION, LECITHIN/SPHINGOMYELIN RATIO

JHH - ELECTROPHORETIC METHOD, LECITHIN/SPHINGOMYELIN RATIO

862.1509 [URINARY METHYLMALONIC ACID TEST SYSTEM

LPT - SYSTEM, TEST, URINARY METHYLMALONIC ACID

862.1545 |PARATHYROID HORMONE TEST SY STEM

CEW - RADIOIMMUNOASSAY, PARATHYROID HORMONE

862.1555 [PHENYLALANINE TEST SYSTEM

JINB - NINHYDRIN AND L-LEUCYL-L-ALANINE (FLUORIMETRIC), PHENYLALANINE

JNC - COLUMN OR PAPER CHROMATOGRAPHY PLUSNINHYDRIN, PHENYLALANINE

862.1585 |[HUMAN PLACENTAL LACTOGEN TEST SYSTEM

JMF - RADIOIMMUNOASSAY, HUMAN PLACENTAL LACTOGEN

862.1675 |BLOOD SPECIMEN COLLECTION DEVICE

JKA - TUBES, VIALS, SYSTEMS, SERUM SEPARATORS, BLOOD COLLECTION

GIM - TUBES, VACUUM SAMPLE, WITH ANTICOAGULANT

GJE - TRAY, BLOOD COLLECTION

862.1685 | THY ROXINE-BINDING GLOBULIN TEST SYSTEM

CEE - RADIOIMMUNOASSAY, THYROXINE-BINDING GLOBULIN

862.1690 |[THYROID-STIMULATING HORMONE TEST SY STEM

JW - RADIOIMMUNOASSAY, THYROID-STIMULATING HORMONE

862.1695 |[FREE THY ROXINE TEST SYSTEM

CEC - RADIOIMMUNOASSAY, FREE THYROXINE

862.1700 |[TOTAL THYROXINE TEST SYSTEM

KLI - ENZYME IMMUNOASSAY, NON-RADIOLABELED, TOTAL THYROXINE

CDX - RADIOIMMUNOASSAY, TOTAL THYROXINE

862.1710 |[TOTAL TRIIODOTHYRONINE TEST SYSTEM

CDP- RADIOIMMUNOASSAY, TOTAL TRIIODOTHY RONINE

862.1810 |[VITAMIN B12 TEST SYSTEMS

CDD - RADIOASSAY, VITAMIN B12

LIG - RADIOASSAY, INTRINSIC FACTOR BLOCKING ANTIBODY
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862.1825

VITAMIN D TEST SYTEM

MRG - SYSTEM, TEST, VITAMIN D

Cardiovascular Panel

Section No.

Regulation Name
Product Code-Device Name

870.1100

BLOOD PRESSURE ALARM

DSJ- ALARM, BLOOD-PRESSURE

870.1110

BLOOD PRESSURE COMPUTER

DSK - COMPUTER, BLOOD-PRESSURE

870.1140

VENOUS BLOOD PRESSURE MANOMETER

KRK - MANOMETER, BLOOD-PRESSURE, VENOUS

870.1200

DIAGNOSTIC INTRAVASCULAR CATHETER

DQO - CATHETER, INTRAVASCULAR, DIAGNOSTIC

870.1210

CONTINOUS FLUSH CATHETER

KRA - CATHETER, CONTINUOUS FLUSH

870.1230

FIBEROPTIC OXIMETER CATHETER

DQE - CATHETER, OXIMETER, FIBEROPTIC

870.1240

FLOW-DIRECTED CATHETER

DYG - CATHETER, FLOW DIRECTED

870.1250

PERCUTANEOUS CATHETER

DQY - CATHETER, PERCUTANEOUS

870.1270

INTRACAVITARY PHONOCATHETER SYSTEM

DXW - SYSTEM, PHONOCATHETER, INTRACAVITARY

870.1280

STEERABLE CATHETER

DRA - CATHETER, STEERABLE

870.1290

STEERABLE CATHETER CONTROL SY STEM

DXX - SYSTEM, CATHETER CONTROL, STEERABLE

870.1300

CATHETER CANNULA

DOR - CANNULA, CATHETER

870.1310

VESSEL DILATOR FOR PERCUTANEOUS CATHETERIZATION

DRE - DILATOR, VESSEL, FOR PERCUTANEOUS CATHETERIZATION

870.1330

CATHETER GUIDE WIRE

DOX - WIRE, GUIDE, CATHETER

870.1340

CATHETER INTRODUCER

DYB - INTRODUCER, CATHETER

870.1370

CATHETER TIP OCCLUDER
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DQT - OCCLUDER, CATHETER TIP

870.1380

CATHETER STYLET

DRB - STYLET, CATHETER

870.1390

TROCAR

DRC - TROCAR

870.1425

PROGRAMMABLE DIAGNOSTIC COMPUTER

DOK - COMPUTER, DIAGNOSTIC, PROGRAMMABLE

870.1435

SINGLE-FUNCTION PREPROGRAMMED DIAGNOSTIC COMPUTER

DXG - COMPUTER, DIAGNOSTIC, PRE-PROGRAMMED, SINGLE-FUNCTION

870.1450

DENSITOMETER

DXM - DENSITOMETER

870.1650

ANGIOGRAPHIC INJECTOR AND SYRINGE

DXT - INJECTOR AND SYRINGE, ANGIOGRAPHIC

1ZQ - INJECTOR, CONTRAST MEDIUM, AUTOMATIC

870.1660

INDICATOR INJECTOR

DXL - INJECTOR, INDICATOR

870.1670

SYRINGE ACTUATOR FOR INJECTOR

DOF - ACTUATOR, SYRINGE, INJECTOR TYPE

870.1800

WITHDRAWAL-INFUSION PUMP

DQI - PUMP, WITHDRAWAL/INFUSION

870.1875

STETHOSCOPE

DQOD - STETHOSCOPE, ELECTRONIC

870.1915

THERMODILUTION PROBE

KRB - PROBE, THERMODILUTION

870.2050

BIOPOTENTIAL AMPLIFIER AND SIGNAL CONDITIONER

DRR - AMPLIFIER AND SIGNAL CONDITIONER, BIOPOTENTIAL

870.2060

TRANSDUCER SIGNAL AMPLIFIER AND SIGNAL CONDITIONER

DRQ - AMPLIFIER AND SIGNAL CONDITIONER, TRANSDUCER SIGNAL

870.2100

CARDIOVASCULAR BLOOD FLOWMETER

DPW - FLOWMETER, BLOOD, CARDIOVASCULAR

870.2120

EXTRAVASCULAR BLOOD FLOW PROBE

DPT - PROBE, BLOOD-FLOW, EXTRAVASCULAR

870.2300

CARDIAC MONITOR (INCLUDING CARDIOTACHOMETER AND RATE ALARM)

MWI - MONITOR,PHYSIOLOGICAL,PATIENT(WITHOUT ARRHYTHMIA DETECTION OR ALARMYS)

870.2310

APEX CARDIOGRAPH (VIBROCARDIOGRAPH)

DQOH - CARDIOGRAPH, APEX (VIBROCARDIOGRAPH)
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870.2320

BALLISTOCARDIOGRAPH

DXR - BALLISTOCARDIOGRAPH

870.2360

ELECTROCARDIOGRAPH ELECTRODE

MLN - ELECTRODE, ELECTRODCARDIOGRAPH, MULTI-FUNCTION

870.2400

VECTORCARDIOGRAPH

DYC - VECTORCARDIOGRAPH

870.2450

MEDICAL CATHODE-RAY TUBE DISPLAY

DXJ- DISPLAY, CATHODE-RAY TUBE, MEDICAL

870.2675

OSCILLOMETER

DRZ - OSCILLOMETER

870.2750

IMPEDANCE PHLEBOGRAPH

DOB - PHLEBOGRAPH, IMPEDANCE

870.2770

IMPEDANCE PLETHY SMOGRAPH

MNW - ANALYZER, BODY COMPOSITION

DSB - PLETHYSMOGRAPH, IMPEDANCE

870.2780

HYDRAULIC, PNEUMATIC OR PHOTOELECTRIC PHETHY SMOGRAPH

JOM - PLETHYSMOGRAPH, PHOTOELECTRIC, PNEUMATIC ORHYDRAULIC

870.2800

MEDICAL MAGNETIC TAPE RECORDER

DSH - RECORDER, MAGNETIC TAPE, MEDICAL

870.2840

APEX CARDIOGRAPHIC TRANSDUCER

JON - TRANSDUCER, APEX CARDIOGRAPHIC

870.2850

EXTRAVASCULAR BLOOD PRESSURE TRANSDUCER

DRS- TRANSDUCER, BLOOD-PRESSURE, EXTRAVASCULAR

870.2860

HEART SOUND TRANSDUCER

JOO - TRANSDUCER, HEART SOUND

870.2870

CATHETER TIP PRESSURE TRANSDUCER

DXO - TRANSDUCER, PRESSURE, CATHETER TIP

870.2890

VESSEL OCCLUSION TRANSDUCER

DXP- TRANSDUCER, VESSEL OCCLUSION

870.2900

PATIENT TRANSDUCER AND ELECTRODE CABLE (INCLUDING CONNECTOR)

DSA - CABLE, TRANSDUCER AND ELECTRODE, PATIENT, (INCLUDING CONNECTOR)

870.2910

RADIOFREQUENCY PHY SIOLOGICAL SIGNAL TRANSMITTER AND RECEIVER

DRG - TRANSMITTERS AND RECEIVERS, PHYSIOLOGICAL SIGNAL, RADIOFREQUENCY

870.2920

TELEPHONE ELECTROCARDIOGRAPH TRANSMITTER AND RECEIVER

DXH - TRANSMITTERS AND RECEIVERS, EL ECTROCARDIOGRAPH, TELEPHONE

870.3630

PACEMAKER GENERATOR FUNCTION ANALY ZER
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DTC- ANALYZER, PACEMAKER GENERATOR FUNCTION

870.3640

INDIRECT PACEMAKER GENERATOR FUNCTION ANALYZER

KRE - ANALYZER, PACEMAKER GENERATOR FUNCTION, INDIRECT

870.3720

PACEMAKER ELECTRODE FUNCTION TESTER

DTA - TESTER, PACEMAKER ELECTRODE FUNCTION

870.4075

ENDOMY OCARDIAL BIOPSY DEVICE

DWZ - DEVICE, BIOPSY, ENDOMY OCARDIAL

870.4205

CARDIOPULMONARY BYPASSBUBBLE DETECTOR

KRL - DETECTOR, BUBBLE, CARDIOPULMONARY BYPASS

870.4210

CARDIOPULMONARY BYPASS VASCULAR CATHETER, CANNULA, AND TUBING

DWE - CATHETER, CANNULA AND TUBING, VASCULAR, CARDIOPULMONARY BYPASS

870.4270

CARDIOPULMONARY BYPASS CARDIOTOMY SUCTION LINE BLOOD FILTER

JOD - FILTER, BLOOD, CARDIOTOMY SUCTION LINE, CARDIOPULMONARY BYPASS

870.4280

CARDIOPULMONARY PREBYPASSFILTER

KRJ- FILTER, PREBYPASS, CARDIOPULMONARY BYPASS

870.4290

CARDIOPULMONARY BYPASS ADAPTOR, STOPCOCK, MANIFOLD, ORFITTING

DTL - ADAPTOR, STOPCOCK, MANIFOLD, FITTING, CARDIOPULMONARY BYPASS

870.4310

CARDIOPULMONARY BYPASS CORONARY PRESSURE GAUGE

DXS- GAUGE, PRESSURE, CORONARY, CARDIOPULMONARY BYPASS

870.4330

CARDIOPULMONARY BYPASS ON-LINE BLOOD GAS MONITOR

DRY - MONITOR, BLOOD-GAS, ON-LINE, CARDIOPULMONARY BYPASS

870.4340

CARDIOPULMONARY BYPASS LEVEL SENSING MONITOR AND/OR CONTROL

DTW - MONITOR AND/OR CONTROL, LEVEL SENSING, CARDIOPULMONARY BYPASS

870.4390

CARDIOPULMONARY BYPASS PUMP TUBING

DWE - TUBING, PUMP, CARDIOPULMONARY BYPASS

870.4400

CARDIOPULMONARY BYPASSBLOOD RESERVOIR

DTN - RESERVOIR, BLOOD, CARDIOPULMONARY BYPASS

870.4410

CARDIOPULMONARY BYPASSIN-LINE BLOOD GAS SENSOR

DTY - SENSOR, BLOOD-GAS, IN-LINE, CARDIOPULMONARY BYPASS

870.4420

CARDIOPULMONARY BYPASS CARDIOTOMY RETURN SUCKER

DTS- SUCKER, CARDIOTOMY RETURN, CARDIOPULMONARY BYPASS

870.4430

CARDIOPULMONARY BYPASSINTRACARDIAC SUCTION CONTROL

DWD - SUCTION CONTROL, INTRACARDIAC, CARDIOPULMONARY BYPASS

870.4450

VASCULAR CLAMP

DXC- CLAMP, VASCULAR

MJIN - CATHETER, INTRAVASCULAR OCCLUDING, TEMPORARY
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870.4475

SURGICAL VESSEL DILATOR

DWP- DILATOR, VESSEL, SURGICAL

870.4875

INTRALUMINAL ARTERY STRIPPER

DWX - STRIPPER, ARTERY, INTRALUMINAL

MCW - CATHETER, PERIPHERAL, ATHERECTOMY

870.4885

EXTERNAL VEIN STRIPPER

DWQ - STRIPPER, VEIN, EXTERNAL

MGZ - VALVULOTOME

870.5050

PATIENT CARE SUCTION APPARATUS

DWM - APPARATUS, SUCTION, PATIENT CARE

870.5150

EMBOLECTOMY CATHETER

DXE - CATHETER, EMBOLECTOMY

870.5175

SEPTOSTOMY CATHETER

DXF- CATHETER, SEPTOSTOMY

870.5325

DEFIBRILLATOR TESTER

DRL - TESTER, DEFIBRILLATOR

870.5800

COMPRESSIBLE LIMB SLEEVE

JOW - SLEEVE, LIMB, COMPRESSIBLE

870.5900

THERMAL REGULATION SYSTEM

DWJ- SYSTEM, THERMAL REGULATING

870.5925

AUTOMATIC ROTATING TOURNIQUET

DRP - TOURNIQUET, AUTOMATIC ROTATING

876.1500

ENDOSCOPE AND ACCESSORIES

LYK - ANGIOSCOPE

Dental

Panel

Section No.

Regulation Name
Product Code-Device Name

872.1720

PULP TESTER

EAT - TESTER, PULP

872.1740

CARIESDETECTION DEVICE

LFC - DEVICE, CARRIESDETECTION

872.1830

CEPHALOMETER

EAG - CEPHALOMETER

872.3050

AMALGAM ALLOY

EJ- ALLOY, AMALGAM

872.3250

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/Proposed.CFM (12 of 43) [6/19/2000 12:18:14 PM]

CALCIUM HYDROXIDE CAVITY LINER



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=396
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=398
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1476
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=397
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1482
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=395
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=401
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=402
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=367
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1151
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=393
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=368
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1463
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=429
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1365
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=426
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=456

Proposed Expansion Pilot List of Devices for Third Party Review under the FDA Modernization Act of 1997 - June 2000

EJX - LINER, CAVITY, CALCIUM HYDROXIDE

872.3260

CAVITY VARNISH

LBH - VARNISH, CAVITY

872.3300

HYDROPHILIC RESIN COATING FOR DENTURES

EBE - COATING, DENTURE HYDROPHILIC, RESIN

872.3310

COATING MATERIAL FOR RESIN FILLINGS

EBD - COATING, FILLING MATERIAL, RESIN

872.3540

OTC DENTURE PAD AND DENTURE CUSHION

EHR - PAD, DENTURE, OTC

EHS - CUSHION, DENTURE, OTC

872.3560

OTC DENTURE RELINER

EBP- RELINER, DENTURE, OTC

872.3570

OTC DENTURE REPAIR KIT

EBO - KIT, DENTURE REPAIR, OTC

872.3590

PREFORMED PLASTIC DENTURE TOOTH

ELM - DENTURE, PLASTIC, TEETH

872.3600

PARTIALLY FABRICATED DENTUREKIT

EKO - DENTURE PREFORMED (PARTIALLY PREFABRICATED DENTURE)

872.3750

BRACKET ADHESIVE RESIN AND TOOTH CONDITIONER

DYH - ADHESIVE, BRACKET AND TOOTH CONDITIONER, RESIN

872.3760

DENTURE RELINING REPAIRING OR REBASING RESIN

EBI - RESIN, DENTURE, RELINING, REPAIRING, REBASING

872.3765

PIT AND FISSURE SEALANT AND CONDITIONER

EBC - SEALANT, PIT AND FISSURE, AND CONDITIONER

872.3770

TEMPORARY CROWN AND BRIDGE RESIN

EBG - CROWN AND BRIDGE, TEMPORARY, RESIN

872.3820

ROOT CANAL FILLING RESIN

KIF - RESIN, ROOT CANAL FILLING

872.3890

ENDODONTIC STABILIZER SPLINT

ELS- SPLINT, ENDODONTIC STABILIZING

872.3920

PORCELAIN TOOTH

ELL - TEETH, PORCELAIN

872.4120

BONE CUTTING INSTRUMENTS AND ACCESSORIES

DZH - SAW, BONE, AC-POWERED

DZ| - DRILL, BONE, POWERED

DZJ- DRIVER, WIRE, AND BONE DRILL, MANUAL
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KMW - HANDPIECE, ROTARY BONE CUTTING

872.4465

GAS POWERED JET INJECTOR

EGO - INJECTOR, JET, GAS-POWERED

872.4475

SPRING-POWERED JET INJECTOR

EGM - INJECTOR, JET, MECHANICAL-POWERED

872.4840

ROTARY SCALER

ELB - SCALER, ROTARY

872.4850

ULTRASONIC SCALER

ELC - SCALER, ULTRASONIC

872.4920

ELECTROSURGICAL UNIT AND ACCESSORIES

EKZ - UNIT, ELECTROSURGICAL, AND ACCESSORIES, DENTAL

872.5470

ORTHODONTIC PLASTIC BRACKET

DYW - BRACKET, PLASTIC, ORTHODONTIC

872.5550

FLUID FILLED TEETHING RING

KKO - RING, TEETHING, FLUID-FILLED

872.6070

ULTRAVIOLET ACTIVATOR FOR POLYMERIZATION

EBZ - ACTIVATOR, ULTRAVIOLET, FOR POLYMERIZATION

872.6080

AIRBRUSH

KOJ- AIRBRUSH

872.6350

ULTRAVIOLET DETECTOR

EAQ - DETECTOR, ULTRAVIOLET

872.6660

PORCELAIN POWDER FOR CLINICAL USE

EIH - POWDER, PORCELAIN

872.6770

CARTRIDGE SYRINGE

EJ - SYRINGE, CARTRIDGE

Ear, Nose & Throat Panel

Section No.

Regulation Name
Product Code-Device Name

874.1090

AUDITORY IMPEDANCE TESTER

NAS- TYMPANOMETER

ETY - TESTER, AUDITORY IMPEDANCE

874.1120

ELECTRONIC NOISE GENERATOR FOR AUDIOMETRIC TESTING

ETS- GENERATOR, ELECTRONIC NOISE (FOR AUDIOMETRIC TESTING)

874.1325

ELECTROGLOTTOGRAPH

KLX - ELECTROGLOTTOGRAPH

874.1820
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ETN - STIMULATOR, NERVE

874.3300

HEARING AID

LXB - HEARING-AID, BONE-CONDUCTION

874.3310

HEARING AID CALIBRATOR AND ANALY SIS SYSTEM

ETW - CALIBRATOR, HEARING-AID/EARPHONE AND ANALYSISSYSTEMS

874.3320

GROUP HEARING AID OR GROUP AUDITORY TRAINER

EPF - HEARING-AID, GROUP AND AUDITORY TRAINER

874.3330

MASTER HEARING AID

KHL - HEARING-AID, MASTER

874.3400

TINNITUSMASKER

KLW - MASKER, TINNITIS

874.3730

LARYNGEAL PROSTHESIS (TAUB DESIGN)

EWL - PROSTHESIS, LARYNGEAL (TAUB)

MCK - DEVICE, VOICE AMPLIFICATION

874.4250

EAR, NOSE, AND THROAT ELECTRIC OR PNEUMATIC SURGICAL DRILL

ERL - DRILL, SURGICAL, ENT (ELECTRIC OR PNEUMATIC) INCLUDING HANDPIECE

874.4680

BRONCHOSCOPE (FLEXIBLE OR RIGID)

ENZ - TELESCOPE, LARYNGEAL-BRONCHIAL

EOQ - BRONCHOSCOPE (FLEXIBLE OR RIGID)

JEI - CLAW, FOREIGN BODY, BRONCHOSCOPE (NON-RIGID)

JEJ- TUBING, INSTRUMENTATION, BRONCHOSCOPE (BRUSH SHEATH A/O ASPIRATING)

JEK - FORCEPS, BIOPSY, BRONCHOSCOPE (RIGID)

JEL - CURETTE, BIOPSY, BRONCHOSCOPE (RIGID)

KTR - TUBE, ASPIRATING, BRONCHOSCOPE, RIGID

BST - CURRETTE, BIOPSY, BRONCHOSCOPE (NON-RIGID)

BTG - BRUSH, BIOPSY, BRONCHOSCOPE (NON-RIGID)

BWH - FORCEPS, BIOPSY, BRONCHOSCOPE (NON-RIGID)

874.4710

ESOPHAGOSCOPE (FLEXIBLE OR RIGID) AND ACCESSORIES

EOX - ESOPHAGOSCOPE (FLEXIBLE OR RIGID)

874.4720

MEDIASTINOSCOPE AND ACCESSORIES

EWY - MEDIASTINOSCOPE, ENT

874.4760

NASOPHARY NGOSCOPE (FLEXIBLE OR RIGID) AND ACCESSORIES

EOB - NASOPHARYNGOSCOPE (FLEXIBLE OR RIGID)

EON - LARYNGOSCOPE
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Gastroenterology Panel

Section No.

Regulation Name
Product Code-Device Name

876.1725

GASTROINTESTINAL MOTILITY MONITORING SYSTEM

KLA - MONITOR, ESOPHAGEAL MOTILITY, AND TUBE

FES- RECORDER, EXTERNAL, PRESSURE, AMPLIFIER & TRANSDUCER

FEX - SYSTEM, GASTROINTESTINAL MOTILITY (ELECTRICAL)

876.4020

FIBEROPTIC LIGHT URETERAL CATHETER

FCS- LIGHT, CATHETER, FIBEROPTIC, GLASS, URETERAL

876.4270

COLOSTOMY ROD

EZP- ROD, COLOSTOMY

876.4400

HEMORRHOIDAL LIGATOR

MND - LIGATOR, ESOPHAGEAL

FHN - LIGATOR, HEMORRHOIDAL

876.4770

URETHROTOME

EZO - URETHROTOME

876.5010

BILIARY CATHETER AND ACCESSORIES

EXF - BAG, BILE COLLECTING

GCA - CATHETER, BILIARY, GENERAL & PLASTIC SURGERY

876.5090

SUPRAPUBIC UROLOGICAL CATHETER AND ACCESSORIES

FBM - CANNULA AND TROCAR, SUPRAPUBIC, NON-DISPOSABLE

FBQ - TROCAR, GASTRO-UROLOGY

FEW - CATHETER, MALECOT

FEX - INSTRUMENT, CATHETER, PUNCH

FFA - TUBE, DRAINAGE, SUPRAPUBIC

876.5220

COLONIC IRRIGATION SYSTEM

KPL - SYSTEM, IRRIGATION, COLONIC

876.5365

ESOPHAGEAL DILATOR

KNQ - DILATOR, ESOPHAGEAL

EZM - DILATOR, ESOPHAGEAL (METAL OLIVE) GASTRO-UROLOGY

FAT - BOUGIE, ESOPHAGEAL, AND GASTROINTESTINAL, GASTRO-UROLOGY

876.5470

URETERAL DILATOR

EZN - DILATOR, CATHETER, URETERAL

876.5520

URETHRAL DILATOR

KOE - DILATOR, URETHRAL
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876.5540

BLOOD ACCESS DEVICE AND ACCESSORIES

FKA - DILATOR, VESSEL

LFK - CATHETER, FEMORAL

876.5600

SORBENT REGENERATED DIALYSATE DELIVERY SYSTEM FOR HEMODIALY SIS

FKT - SYSTEM, DIALYSATE DELIVERY, SORBENT REGENERATED

876.5630

PERITONEAL DIALY SIS SYSTEM AND ACCESSORIES

MLW - WARMER, PERITONEAL DIALYSATE

KDJ- SET, ADMINISTRATION, FOR PERITONEAL DIALY SIS, DISPOSABLE

KPF - SYSTEM, DIALYSATE DELIVERY, SEMI-AUTOMATIC, PERITONEAL

KPP - PERITONEAL DIALYSATEFILTER

FKO - CATHETER, PERITONEAL DIALYSIS, SINGLE USE

FKX - SYSTEM, PERITONEAL, AUTOMATIC DELIVERY

876.5820

HEMODIALY SIS SYSTEMS AND ACCESSORIES

MNV - STRIP, DIALYSATE PH INDICATOR

MQS- SYSTEM, HEMODIALY SIS, ACCESS RECIRCULATION MONITORING

KOC - ACCESSORIES, BLOOD CIRCUIT, HEMODIALYSIS

KPO - DIALYSATE CONCENTRATE FOR HEMODIALY SIS (LIQUID OR POWDER)

KQQ - TUBING, DIALYSATE (AND CONNECTOR)

KOR - DETECTOR, AIR OR FOAM

KXM - SYSTEM ACCESSORIES, EXTRACORPOREAL

FIB - PROTECTOR, TRANSDUCER, DIALYSIS

FID - TUBING, DIALYSATE

FIF- SET, DIALYSIS, SINGLE NEEDLE WITH UNI-DIRECTIONAL PUMP

FIG - CLAMP, TUBING, BLOOD, AUTOMATIC

FIH - PUMP, INFUSION OR SYRINGE, EXTRA-LUMINAL

FIN - TANK, HOLDING, DIALY SIS

FIR - PUMP, BLOOD, EXTRA-LUMINAL

FIS- FLOWMETER, DIALYSATE

FIW - ALARM, PILLOW PRESSURE

FIZ - METER, CONDUCTIVITY, NON-REMOTE

FJA - MANOMETER, WATER

FJB - DETECTOR, DIALYSATE LEVEL

FJC - DETECTOR, BLOOD LEVEL

FJD - DETECTOR, LEAK, BLOOD

FJF - DETECTOR, AIRBUBBLE

FJK - SET, TUBING, BLOOD, WITH AND WITHOUT ANTI-REGURGITATION VALVE
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FJP- ADAPTOR, Y

FJT - INTRACATHETER, DIALYSIS

FJZ - TRAY, DECLOTTING (INCLUDING CONTENTYS)

FKB - CONNECTOR, BLOOD TUBING, INFUSION "T"

FKD - CANISTER, COIL

FKH - SOLUTION-TEST STANDARD-CONDUCTIVITY, DIALYSIS

FKI - SET, DIALYZER HOLDER

FKJ- FILTER, BLOOD, DIALYSIS

FKL - INSERT, PUMP, BLOOD

FKM - ADAPTOR, FISTULA

FKR - SUBSYSTEM, PROPORTIONING

FKS- CHAIR, DIALY SIS, POWERED, WITHOUT SCALES

FKY - CONNECTOR, TUBING, DIALYSATE

FLA - MONITOR, TEMPERATURE, DIALYSIS

FLB - METER, CONDUCTIVITY, INDUCTION, REMOTE TYPE

FLC - STATION, DIALYSIS CONTROL, NEGATIVE PRESSURE TY PE

LLB - SYSTEM, BLOOD, EXTRACORPOREAL AND ACCESSORIES

LRI - PH METER FOR DIALYSISHYDROGEN |ON CONCENTRATION

876.5830

HEMODIALYZER WITH DISPOSABLE INSERTS (KILL TYPE)

FJH - DIALYZER, DISPOSABLE

876.5880

ISOLATED KIDNEY PERFUSION AND TRANSPORT SYSTEM AND ACCESSORIES

KDK - CONTAINER, TRANSPORT, KIDNEY

KDL - SET, PERFUSION, KIDNEY, DISPOSABLE

KDN - SYSTEM, PERFUSION, KIDNEY

876.5895

OSTOMY IRRIGATOR

EXD - IRRIGATOR, OSTOMY

876.5980

GASTROINTESTINAL TUBE AND ACCESSORIES

KDH - CATHETER (GASTRIC, COLONIC, ETC.), IRRIGATION AND ASPIRATION

KGC - TUBE, GASTRO-ENTEROSTOMY

EYN - TRAY, IRRIGATION, STERILE

EZK - CATHETER, RETENTION TYPE

KNT - TUBES, GASTROINTESTINAL (AND ACCESSORIES)

FCB - BAG, HEMOSTATIC

FEF - TUBE, SINGLE LUMEN, W MERCURY WT BALLOON FOR INTES. INTUB. &/OR DECOMPRESSION

FEG - TUBE, DOUBLE LUMEN FOR INTESTINAL DECOMPRESSION AND/OR INTUBATION

BSS- TUBE, NASOGASTRIC
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FEW - STRING AND TUBES, GASTROINTESTINAL, TO LOCATE INTERNAL BLEEDING

FGD - CATHETER, RETENTION, BARIUM ENEMA WITH BAG

FHT - SET, GAVAGE, INFANT, STERILE

FPD - TUBE, FEEDING

FRQ - TUBE, LEVINE

GBT - CATHETER, RECTAL

LCG- INTESTINAL SPLINTING TUBES

Hematology Panel

Regulation Name

Section N 5y 6uct Code-Device Name

864.5260 |[AUTOMATED CELL-LOCATING DEVICE

JOY - DEVICE, AUTOMATED CELL-LOCATING

864.5300 |[RED CELL INDICESDEVICE

JPJ- RED-CELL INDICES, CALCULATED

JBW - RED-CELL INDICES, MEASURED

KQH - RED-CELL INDICES

864.5600 |[AUTOMATED HEMATOCRIT INSTRUMENT

GKE - INSTRUMENT, HEMATOCRIT, AUTOMATED

864.5620 |[AUTOMATED HEMOGLOBIN SYSTEM

GKR - SYSTEM, HEMOGLOBIN, AUTOMATED

864.5950 |BLOOD VOLUME MEASURING DEVICE

JWO - DEVICE, BLOOD VOLUME MEASURING

864.7100 |RED BLOOD CELL ENZYME ASSAY

JBE - CELL ENZYMES (ERYTHROCYTIC AND LEUKOCYTIC)

LKZ - RED-CELL COUNT BY PHOTOMETRY

864.7275 |EUGLOBULIN LYSISTIME TESTS

JBO - TEST, EUGLOBULIN LYSIS

864.7320 |FIBRINOGEN/FIBRIN DEGRADATION PRODUCTS ASSAY

DAP- FIBRINOGEN AND FIBRIN SPLIT PRODUCTS, ANTIGEN, ANTISERUM, CONTROL

GHH - FIBRIN SPLIT PRODUCTS

MIF - PROTHROMBIN FRAGMENT 1.2

864.7340 |FIBRINOGEN DETERMINATION SYSTEM

KQJ- SYSTEM, FIBRINOGEN DETERMINATION

GFK - FIBRINOGEN DETERMINATION STANDARDS AND CONTROLS

GIL - PLASMA, FIBRINOGEN CONTROL

GIS- TEST, FIBRINOGEN
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864.7360 |[ERY THROCY TIC GLUCOSE-6-PHOSPHATE DEHY DROGENASE ASSAY
JLM - ISOENZYMES, ELECTROPHORETIC, GLUCOSE-6-PHOSPHATE DEHY DROGENASE
JMB - VISUAL, SEMI-QUANT. (COLORIMETRIC), GLUCOSE-6-PHOSPHATE DEHY DROGENASE
JMC - NADP REDUCTION (U.V.), GLUCOSE-6-PHOSPHATE DEHY DROGENASE
JBF - GLUCOSE-6-PHOSPHATE DEHY DROGENASE (ERY THROCYTIC), SCREENING
JBG - GLUCOSE-6-PHOSPHATE DEHYDROGENASE (ERYTHROCYTIC), SPOT
JBH - GLUCOSE-6-PHOSPHATE DEHYDROGENASE (ERYTHROCYTIC), MICROMETHOD
JBl - GLUCOSE-6-PHOSPHATE DEHYDROGENASE (ERYTHROCYTIC), CATALASE INHIBITION
JBJ- GLUCOSE-6-PHOSPHATE DEHY DROGENASE (ERYTHROCYTIC), METHEMOGL OBIN REDUCTION
JBK - GLUCOSE-6-PHOSPHATE DEHYDROGENASE (ERYTHROCYTIC), U.V. KINETIC
JBL - GLUCOSE-6-PHOSPHATE DEHYDROGENASE (ERYTHROCYTIC), QUANTITATIVE
JBM - GLUCOSE-6-PHOSPHATE DEHY DROGENASE (ERYTHROCYTIC), ELECTROPHORESIS
KQE - ASSAY, ERYTHROCYTIC GLUCOSE-6-PHOSPHATE DEHY DROGENASE
864.7375 |GLUTATHIONE REDUCTASE ASSAY
JMH - FLUORESCENCE, VISUAL OBSERVATION (QUAL., U.V.), GLUTATHIONE REDUCTASE
KQF - ASSAY, GLUTATHIONE REDUCTASE
Gll - GLUTATHIONE, RED-CELL
864.7400 |[HEMOGLOBIN A2 ASSAY
JPD - HEMOGLOBIN A2 QUANTITATION
864.7415 |[ABNORMAL HEMOBLOBIN ASSAY
MLL - HEMOGLOBIN C (ABNORMAL HEMOGLOBIN VARIANT)
JPB - HEMOGLOBIN M
JCM - CONTROL, HEMOGL OBIN, ABNORMAL
GIQ- HEMOGLOBIN S
GKA - ABNORMAL HEMOGLOBIN QUANTITATION
864.7425 |CARBOXYHEMOGLOBIN ASSAY
GHS- ASSAY, CARBOXYHEMOGLOBIN
864.7440 |ELECTROPHORETIC HEMOGLOBIN ANALY SIS SYSTEM
JBD - SYSTEM, ANALYSIS, ELECTROPHORETIC HEMOGLOBIN
864.7455 |FETAL HEMOGLOBIN ASSAY
JPC - HEMOGLOBIN F QUANTITATION
KQI - ASSAY, FETAL HEMOGLOBIN
GHA - HEMOGLOBIN, ALKALI RESISTANT
GHQ - STAIN, FETAL HEMOGL OBIN
LIM - TEST, SCREENING, FOR D POSITIVE FETAL RBC'S
864.7490 [SULFHEMOGLOBIN ASSAY
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GJC- ASSAY, SULFHEMOGLOBIN

864.7500

WHOLE BLOOD HEMOBLOBIN ASSAY S

KHG - WHOLE BLOOD HEMOGL OBIN DETERMINATION

GGF - ACID HEMATIN

GGZ - OXYHEMOGLOBIN

GIG - HEMOGLOBINOMETER

GKK - CYANOMETHEMOGLOBIN

GLY - OXIMETER TO MEASURE HEMOGLOBIN

LGL - ASSAY, BART'S, HEMOGLOBIN

864.7825

SICKLE CELL TEST

JBB - SOLUBILITY, HEMOGLOBIN, ABNORMAL

GHM - TEST, SICKLE CELL

864.8100

BOTHROPS ATROX REAGENT

JCO - BOTHROPS ATROX REAGENT

General Hospital Panel

Section No.

Regulation Name
Product Code-Device Name

880.2420

ELECTRONIC MONITOR FOR GRAVITY FLOW INFUSION SYSTEMS

FLN - MONITOR, ELECTRIC FOR GRAVITY FLOW INFUSION SYSTEMS

880.2460

ELECTRICALLY POWERED SPINAL FLUID PRESSURE MONITOR

CAR - MONITOR, SPINAL-FLUID PRESSURE, ELECTRICALLY POWERED

880.2500

SPINAL FLUID MANOMETER

FMJ- MANOMETER, SPINAL-FLUID

880.2800

STERILIZATION PROCESS INDICATOR

MTC - INDICATOR,CHEMICAL . ENZYMATIC,STERILIZATION PROCESS

JOJ- INDICATOR, PHYSICAL/CHEMICAL STERILIZATION PROCESS

FRC - INDICATOR, BIOLOGICAL STERILIZATION PROCESS

LRT - INDICATOR, STERILIZATION

880.5025

I.V. CONTAINER

KPE - CONTAINER, I.V.

880.5045

MEDICAL RECIRCULATING AIR CLEANER

FRF - CLEANER, AIR, MEDICAL RECIRCULATING

880.5130

INFANT RADIANT WARMER

FMT - WARMER, INFANT RADIANT

880.5430

NONELECTRICALLY POWERED FLUID INJECTOR

KZE - INJECTOR, FLUID, NON-ELECTRICALLY POWERED
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880.5440

INTRAVASCULAR ADMINISTRATION SET

BRZ - SET, BLOOD TRANSFUSION

CAK - MICROFILTER, BLOOD TRANSFUSION

FMG - STOPCOCK, I.V. SET

FPA - SET, ADMINISTRATION, INTRAVASCULAR

FPB - FILTER, INFUSION LINE

FPK - TUBING, FLUID DELIVERY

LHI - SET, I.V. FLUID TRANSFER

MJF - CHECK VALVE, RETROGRADE FLOW (IN-LINE)

880.5450

PATIENT CARE REVERSE ISOLATION CHAMBER

FRR - CHAMBER, REVERSE ISOLATION, PATIENT CARE

LGM - CHAMBER, PATIENT ISOLATION

LGN - CHAMBER, PATIENT TRANSPORT ISOLATION

880.5580

NEEDLE, ACUPUNCTURE, SINGLE USE

MQOX - NEEDLE, ACUPUNCTURE, SINGLE USE

880.5700

NEONATAL PHOTOTHERAPY UNIT

LBI - UNIT, NEONATAL PHOTOTHERAPY

880.5780

MEDICAL SUPPORT STOCKING

DWL - STOCKING, MEDICAL SUPPORT

880.6100

ETHYLENE OXIDE GAS AERATOR CABINET

FLI - CABINET, ETHYLENE-OXIDE GASAERATOR

880.6500

MEDICAL ULTRAVIOLET AIR PURIFIER

FRA - PURIFIER, AIR, ULTRAVIOLET, MEDICAL

MKB - DEVICE, GERMICIDAL, ULTRAVIOLET

880.6710

MEDICAL ULTRAVIOLET WATER PURIFIER

KMG - PURIFIER, WATER, ULTRAVIOLET, MEDICAL

880.6850

STERILIZATION WRAP

KCT - PACK, STERILIZATION WRAPPER, BAG AND ACCESSORIES

FRG - WRAP, STERILIZATION

880.6860

ETHYLENE OXIDE GAS STERILIZER

MLR - STERILIZER, CHEMICAL

FLF - STERILIZER, ETHYLENE-OXIDE GAS

880.6870

DRY-HEAT STERILIZER

KMH - STERILIZER, DRY HEAT

880.6920

SYRINGE NEEDLE INTRODUCER
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Immunology Panel

Section No.

Regulation Name
Product Code-Device Name

866.3830

TREPONEMA PALLIDUM TREPONEMAL TEST REAGENTS

MYR - TEST,DONOR,SYPHILISANTIGENS TREPONEMAL

866.5080

ALPHA-1-ANTICHYMOTRYPSIN IMMUNOLOGICAL TEST SYSTEM

DFF - ALPHA-1-ANTICHYMOTRYPSIN, ANTIGEN, ANTISERUM, CONTROL

866.5090

ANTIMITOCHONDRIAL ANTIBODY IMMUNOLOGICAL TEST SYSTEM

DBM - ANTIMITOCHONDRIAL ANTIBODY, INDIRECT IMMUNOFLUORESCENT, ANTIGEN, CONTROL

866.5120

ANTISMOOTH MUSCLE ANTIBODY IMMUNOLOGICAL TEST SYSTEM

DBE - ANTISMOOTH MUSCLE ANTIBODY, INDIRECT IMMUNOFLUORESCENT, ANTIGEN, CONTROL

866.5130

ALPHA-1-ANTITRYPSIN IMMUNOLOGICAL TEST SYSTEM

DEl - ALPHA-1-ANTITRYPSIN, FITC, ANTIGEN, ANTISERUM, CONTROL

DEM - ALPHA-1-ANTITRYPSIN, ANTIGEN, ANTISERUM, CONTROL

DFEB - ALPHA-1-ANTITRYPSIN, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

866.5150

BENCE-JONES PROTEINS IMMUNOLOGICAL TEST SYSTEM

JKM - IMMUNOCHEMICAL, BENCE-JONES PROTEIN

CZQ - BENCE-JONES PROTEIN, ANTIGEN, ANTISERUM, CONTROL

866.5240

COMPLEMENT COMPONENTSIMMUNOLOGICAL TEST SYSTEM

KTM - C3-INDIRECT IMMUNOFLUORESCENT SOLID PHASE

CZW - COMPLEMENT C3, ANTIGEN, ANTISERUM, CONTROL

CZY - COMPLEMENT C1S, ANTIGEN, ANTISERUM, CONTROL

DAE - COMPLEMENT C9, ANTIGEN, ANTISERUM, CONTROL

DAG - COMPLEMENT C8, ANTIGEN, ANTISERUM, CONTROL

DAl - COMPLEMENT CI1R, ANTIGEN, ANTISERUM, CONTROL

DAK - COMPLEMENT C1Q, ANTIGEN, ANTISERUM, CONTROL

DAY - COMPLEMENT C5, ANTIGEN, ANTISERUM, CONTROL

DBI - COMPLEMENT C4, ANTIGEN, ANTISERUM, CONTROL

866.5250

COMPLEMENT C1 INHIBITOR (INACTIVATOR) IMMUNOLOGICAL TEST SYSTEM

DBA - COMPLEMENT C1 INHIBITOR (INACTIVATOR), ANTIGEN, ANTISERUM, CONTROL

866.5260

COMPLEMENT C3B INACTIVATOR IMMUNOLOGICAL TEST SYSTEM

KTP- COMPLEMENT C3B ACTIVATOR IMMUNOASSAY REAGENTS

DAC- COMPLEMENT C3B ACTIVATOR, ANTIGEN, ANTISERUM, CONTROL

866.5340

FERRITIN IMMUNOLOGICAL TEST SYSTEM

JMG - RADIOIMMUNOASSAY (TWO-SITE SOLID PHASE), FERRITIN

DBF - FERRITIN, ANTIGEN, ANTISERUM, CONTROL
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866.5350 |FIBRINOPEPTIDE A IMMUNOLOGICAL TEST SYSTEM

DAN - FIBRINOPEPTIDE A, ANTIGEN, ANTISERUM, CONTROL

866.5510 |IMMUNOGLOBULINS A,G,M,D,E IMMUNOLOGICAL TEST SYSTEM

JHR - RADIOIMMUNOASSAY, IMMUNOGLOBULINS (D, E)

KTS- SECOND ANTIBODY (SPECIES SPECIFIC ANTI-ANIMAL GAMMA GLOBULIN)

CFF - IMMUNOELECTROPHORETIC, IMMUNOGLOBULINS, (G, A, M)

CEN - METHOD, NEPHELOMETRIC, IMMUNOGLOBULINS (G, A, M)

CFQ - RADIOIMMUNOASSAY, IMMUNOGLOBULINS (G, A, M)

CGM - METHOD, IMMUNODIFFUSION, IMMUNOGLOBULINS (G, A, M)

MLH - STRIP, HAMA 1GG, ELISA, IN VITRO TEST SYSTEM

866.5550 |IMMUNOGLOBULIN (LIGHT CHAIN SPECIFIC) IMMUNOLOGICAL TEST SYSTEM

DAO - IGM (MU CHAIN SPECIFIC), ANTIGEN, ANTISERUM, CONTROL

LYE - CYTOKERATINS

DEH - LAMBDA, ANTIGEN, ANTISERUM, CONTROL

DEK - KAPPA, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DEO - KAPPA, FITC, ANTIGEN, ANTISERUM, CONTROL

DEP- LAMBDA, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DES- LAMBDA, FITC, ANTIGEN, ANTISERUM, CONTROL

DEY - IGM, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DEZ - IGM, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DED - KAPPA, PEROXIDASE, ANTIGEN, ANTISERUM, CONTROL

DFEG - LAMBDA, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DFH - KAPPA, ANTIGEN, ANTISERUM, CONTROL

DFL - IGM, FERRITIN, ANTIGEN, ANTISERUM, CONTROL

DES- IGM, FITC, ANTIGEN, ANTISERUM, CONTROL

DFET - IGM, ANTIGEN, ANTISERUM, CONTROL

866.5580 |[ALPHA-1-LIPOPROTEIN IMMUNOLOGICAL TEST SYSTEM

DER - ALPHA-1-LIPOPROTEIN, ANTIGEN, ANTISERUM, CONTROL

866.5600 [LOW-DENSITY LIPOPROTEIN IMMUNOLOGICAL TEST SYSTEM

DEC - LIPOPROTEIN, LOW-DENSITY, ANTIGEN, ANTISERUM, CONTROL

866.5620 |[ALPHA-2-MACROGLOBULIN IMMUNOLOGICAL TEST SYSTEM

DDT - ALPHA-2-MACROGLOBULIN, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DDY - ALPHA-2-MACROGLOBULIN, FITC, ANTIGEN, ANTISERUM, CONTROL

DEB - ALPHA-2-MACROGLOBULIN, ANTIGEN, ANTISERUM, CONTROL

866.5630 |BETA-2-MICROGLOBULIN IMMUNOLOGICAL TEST SYSTEM

JZG - SYSTEM, TEST, BETA-2-MICROGLOBULIN IMMUNOLOGICAL
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866.5640

INFECTIOUS MONONUCLEQOSISIMMUNOLOGICAL TEST SYSTEM

KTN - SYSTEM, TEST, INFECTIOUS MONONUCLEQSIS

866.5680

MY OGLOBIN IMMUNOLOGICAL TEST SYSTEM

MVE - BIOSENSOR,IMMUNOASSAY ,MYOGLOBIN

DDO - MYOGLOBIN, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DDR - MYOGLOBIN, ANTIGEN, ANTISERUM, CONTROL

DEA - MYOGLOBIN, FITC, ANTIGEN, ANTISERUM, CONTROL

866.5820

SYSTEMIC LUPUS ERY THEMATOSUS IMMUNOLOGICAL TEST SYSTEM

DHC - SYSTEM, TEST, SYSTEMIC LUPUS ERYTHEMATOSUS

866.5880

TRANSFERRIN IMMUNOLOGICAL TEST SYSTEM

NM - IMMUNOCHEMICAL, TRANSFERRIN

DDD - TRANSFERRIN, RHODAMINE, ANTIGEN, ANTISERUM, CONTROL

DDG - TRANSFERRIN, ANTIGEN, ANTISERUM, CONTROL

DDI - TRANSFERRIN, FITC, ANTIGEN, ANTISERUM, CONTROL

Microbiology Panel

Section No.

Regulation Name
Product Code-Device Name

866.1700

CULTURE MEDIUM FOR ANTIMICROBIAL SUSCEPTIBILITY TESTS

JIZ - CULTURE MEDIA, ANTIMICROBIAL SUSCEPTIBILITY TEST, MUELLER HINTON AGAR/BROTH

LKA - CULTURE MEDIA, ANTIMICROBIAL SUSCEPTIBILITY TEST

MJE - CULTURE MEDIA, ANTIFUNGAL, SUSCEPTIBILITY TEST

866.3175

CYTOMEGALOVIRUS SEROLOGICAL REAGENTS

GQOH - ANTIGEN, CF (INCLUDING CF CONTROL), CYTOMEGALQOVIRUS

GOI - ANTISERUM, CF, CYTOMEGALOVIRUS

LFZ - ENZYME LINKED IMMUNOABSORBENT ASSAY, CYTOMEGALOVIRUS

LIN - ANTISERA, CONJUGATED FLUORESCENT, CYTOMEGALOVIRUS

LJO - ANTIGEN, IHA, CYTOMEGALOVIRUS

LKQ - ANTIBODY IGM,IF, CYTOMEGALOVIRUS VIRUS

866.3390

NEISSERA SPP. DIRECT SEROLOGICAL TEST REAGENTS

GTH - ANTISERUM, FLUORESCENT (DIRECT TEST), ALL GROUPS, N. GONORRHOEAE

GTI - ANTISERA, FLUORESCENT, ALL GROUPS, N. MENINGITIDIS

GTJ- ANTISERA, ALL GROUPS, N. MENINGITIDIS

LIC- ANTISERUM, COAGGLUTINATION (DIRECT) NEISSERIA GONORRHOEAE

LIR- ANTIGEN, ENZYME LINKED IMMUNOABSORBENT ASSAY, NEISSERIA GONORRHOEAE

866.3510

RUBELLA VIRUS SEROLOGICAL REAGENTS

GOJ- ANTISERA, NEUTRALIZATION, RUBELLA
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GOK - ANTISERA, HAI (INCLUDING HAI CONTROL ), RUBELLA

GOL - ANTIGEN, HA (INCLUDING HA CONTROL), RUBELLA

GOM - ANTISERA, CF, RUBELLA

GON - ANTIGEN, CF (INCLUDING CF CONTROL), RUBELLA

LEX - ENZYME LINKED IMMUNOABSORBENT ASSAY, RUBELLA

LON - LATEX AGGLUTINATION ASSAY, RUBELLA

LSD - RUBELLA, OTHER ASSAYS

LSJ- ANTIGEN, RUBELLA, OTHER

866.3780 | TOXOPLASMA GONDII SEROLOGICAL REAGENTS

GLZ - ANTIGENS, |F, TOXOPLASMA GONDII

GMM - ANTIGENS, IHA, TOXOPLASMA GONDII

GMN - ANTIGENS, CF, TOXOPLASMA GONDII

LGD - ENZYME LINKED IMMUNOABSORBENT ASSAY, TOXOPLASMA GONDII

LIK - ANTISERA, IF, TOXOPLASMA GONDI!I

LLA - DIRECT AGGLUTINATION TEST, TOXOPLASMA GONDII

866.3820 [ TREPONEMA PALLIDUM NONTREPONEMAL TEST REAGENTS

GMP- ANTISERA, CONTROL FOR NONTREPONEMAL TESTS

GMQ - ANTIGENS, NONTREPONEMAL, ALL

866.3830 [TREPONEMA PALLIDUM TREPONEMAL TEST REAGENTS

JWL - ANTIGEN, TREPONEMA PALLIDUM FOR FTA-ABSTEST

GMR - SERA, REACTIVE AND NON-SPECIFIC CONTROL, FTA-ABSTEST

GMS- ANTI-HUMAN GLOBULIN, FTA-ABSTEST

GMT - ANTIGENS, HA, TREPONEMA PALLIDUM

GMW - TEST, SORBENT, FTA-ABS

GMX - ANTISERA, FLUORESCENT ANTIBODY FOR FTA-ABSTEST

866.3900 |VARICELLA-ZOSTER VIRUS SEROLOGICAL REAGENTS

GOQW - ANTIGEN, CF, (INCLUDING CF CONTROL), VARICELLA-ZOSTER

GOX - ANTISERUM, CF, VARICELLA-ZOSTER

LFY - ENZYME LINKED IMMUNOABSORBENT ASSAY, VARICELLA-ZOSTER

Neurology Panel

Regulation Name

Section NO. | 5. 041 1ct Code-Device Name

870.1330 [CATHETER GUIDE WIRE

MOEF - GUIDE, WIRE, CATHETER, NEUROVASCULATURE

882.1020 |RIGIDITY ANALYZER

GZM - ANALYZER, RIGIDITY
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882.1275

ELECTROCONDUCTIVE MEDIA

GYB - MEDIA, ELECTROCONDUCTIVE

882.1330

DEPTH ELECTRODES

GZL - ELECTRODE, DEPTH

882.1340

NASOPHARYNGEAL ELECTRODE

GZK - ELECTRODE, NASOPHARYNGEAL

882.1350

NEEDLE ELECTRODE

GXZ - ELECTRODE, NEEDLE

882.1460

NYSTAGMOGRAPH

GWN - NYSTAGMOGRAPH

882.1540

GALVANIC SKIN RESPONSE MEASUREMENT DEVICE

GZO - DEVICE, GALVANIC SKIN RESPONSE MEASUREMENT

882.1550

NERVE CONDUCTION VELOCITY MEASUREMENT DEVICE

JXE - DEVICE, NERVE CONDUCTION VELOCITY MEASUREMENT

882.1560

SKIN POTENTIAL MEASUREMENT DEVICE

HCJ- DEVICE, SKIN POTENTIAL MEASUREMENT

882.1570

POWERED DIRECT CONTACT TEMPERATURE MEASUREMENT DEVICE

HCS- DEVICE, TEMPERATURE MEASUREMENT, DIRECT CONTACT, POWERED

882.1610

ALPHA MONITOR

GXS- MONITOR, ALPHA

882.1620

INTRACRANIAL PRESSURE MONITORING DEVICE

GWM - DEVICE, INTRACRANIAL PRESSURE MONITORING

882.1835

PHYSIOLOGICAL SIGNAL AMPLIFIER

GWL - AMPLIFIER, PHYSIOLOGICAL SIGNAL

882.1845

PHYSIOLOGICAL SIGNAL CONDITIONER

GWK - CONDITIONER, SIGNAL, PHYSIOLOGICAL

882.1855

ELECTROENCEPLELOGRAM (EEG) TELEMETRY SYSTEM

GYE - SYSTEM, TELEMETRY, PHYSIOLOGICAL SIGNAL

882.1870

EVOKED RESPONSE ELECTRICAL STIMULATOR

GWE - STIMULATOR, ELECTRICAL, EVOKED RESPONSE

882.1880

EVOKED RESPONSE MECHANICAL STIMULATOR

GZP- STIMULATOR, MECHANICAL, EVOKED RESPONSE

882.1890

EVOKED RESPONSE PHOTIC STIMULATOR

GWE - STIMULATOR, PHOTIC, EVOKED RESPONSE

882.1900

EVOKED RESPONSE AUDITORY STIMULATOR

GWJ- STIMULATOR, AUDITORY, EVOKED RESPONSE
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882.1950

TREMOR TRANSDUCER

GYD - TRANSDUCER, TREMOR

882.4100

VENTRICULAR CATHETER

HCA - CATHETER, VENTRICULAR

882.4150

SCALPCLIP

HBO - CLIP, SCALP

882.4175

ANEURY SM CLIP APPLIER

HCI - APPLIER, ANEURYSM CLIP

882.4250

CRYOGENIC SURGICAL DEVICE

GXH - DEVICE, SURGICAL, CRYOGENIC

882.4275

DOWEL CUTTING INSTRUMENT

GZQ - INSTRUMENT, DOWEL CUTTING

882.4300

MANUAL CRANIAL DRILLS, BURRS, TREPHINES & ACCESSORIES

HBG - DRILLS, BURRS, TREPHINES & ACCESSORIES (MANUAL)

882.4305

POWERED COMPOUND CRANIAL DRILLS, BURRS, TREPHINES & ACCESSORIES

HBF - DRILLS, BURRS, TREPHINES & ACCESSORIES (COMPOUND, POWERED)

882.4310

POWERED SIMPLE CRANIAL DRILLS, BURRS, TREPHINES & ACCESSORIES

HBE - DRILLS, BURRS, TREPHINES & ACCESSORIES (SIMPLE, POWERED)

882.4360

ELECTRIC CRANIAL DRILL MOTOR

HBC - MOTOR, DRILL, ELECTRIC

882.4370

PNEUMATIC CRANIAL DRILL MOTOR

HBB - MOTOR, DRILL, PNEUMATIC

882.4400

RADIOFREQUENCY LESION GENERATOR

GXD - GENERATOR, LESION, RADIOFREQUENCY

882.4460

NEUROSURGICAL HEAD HOLDER (SKULL CLAMP)

HBL - HOLDER, HEAD, NEUROSURGICAL (SKULL CLAMP)

882.4560

STEREOTAXIC INSTRUMENT

HAW - INSTRUMENT, STEREOTAXIC

882.4700

COTTONOID PADDIE

HBA - PADDIE, COTTONOID

882.4725

RADIOFREQUENCY LESION PROBE

GXI - PROBE, RADIOFREQUENCY LESION

882.4800

SELF-RETAINING RETRACTOR FOR NEUROSURGERY

GZT - RETRACTOR, SELF-RETAINING, FOR NEUROSURGERY

882.4840

MANUAL RONGEUR

HAE - RONGEUR, MANUAL
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882.4845

POWERED RONGEUR

HAD - RONGEUR, POWERED

882.5070

BITE BLOCK

JXL - BLOCK, BITE

882.5235

AVERSIVE CONDITIONING DEVICE

HCB - DEVICE, AVERSIVE CONDITIONING

882.5500

LESION TEMPERATURE MONITOR

GXT - MONITOR, LESION TEMPERATURE

882.5810

EXTERNAL FUNCTIONAL NEUROMUSCULAR STIMULATOR

GZ| - STIMULATOR, NEUROMUSCULAR, EXTERNAL FUNCTIONAL

882.5960

SKULL TONG FOR TRACTION

HAX - TONG, SKULL FOR TRACTION

882.5970

CRANIAL ORTHOSIS

MVA - ORTHOSIS, CRANIAL

Obstetrics/Gynecology Panel

Section No.

Regulation Name
Product Code-Device Name

884.1050

ENDOCERVICAL ASPIRATOR

HFC - ASPIRATOR, ENDOCERVICAL

884.1060

ENDOMETRIAL ASPIRATOR

HFF - ASPIRATOR, ENDOMETRIAL

884.1100

ENDOMETRIAL BRUSH

HFE - BRUSH, ENDOMETRIAL

884.1175

ENDOMETRIAL SUCTION CURETTE AND ACCESSORIES

HHK - CURETTE, SUCTION, ENDOMETRIAL (AND ACCESSORIES)

884.1185

ENDOMETRIAL WASHER

HFD - WASHER, ENDOMETRIAL

884.1300

UTEROTUBAL CARBON DIOXIDE INSUFFLATOR AND ACCESSORIES

HES- INSUFFLATOR, CARBON-DIOXIDE, UTEROTUBAL (AND ACCESSORIES)

884.1560

FETAL BLOOD SAMPLER

HGW - SAMPLER, BLOOD, FETAL

884.1630

COLPOSCOPE (AND COLPOMICROSCOPE)

MOK - VAGINOSCOPE AND ACCESSORIES

HEX - COLPOSCOPE (AND COL POMICROSCOPE)

884.1660

TRANSCERVICAL ENDOSCOPE (AMNIOSCOPE) AND ACCESSORIES

HEZ - ENDOSCOPE, TRANSCERVICAL (AMNIOSCOPE)(AND ACCESSORIES)
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HGK - ENDOSCOPE, FETAL BLOOD SAMPLING (AND ACCESSORIES)

884.2600

FETAL CARDIAC MONITOR

KXN - MONITOR, CARDIAC, FETAL

884.2640

FETAL PHONOCARDIOGRAPHIC MONITOR AND ACCESSORIES

HFP - MONITOR, PHONOCARDIOGRAPHIC, FETAL

884.2720

EXTERNAL UTERINE CONTRACTION MONITOR AND ACCESSORIES

HEM - MONITOR, UTERINE CONTRACTION, EXTERNAL

884.3200

CERVICAL DRAIN

HFL - DRAIN, CERVICAL

884.3650

FALLOPIAN TUBE PROSTHESIS

HFEJ- PROSTHESIS, FALLOPIAN TUBE

884.3900

VAGINAL STENT

KXP- STENT, VAGINAL

HDX - DILATOR, VAGINAL

HFK - MOLD, VAGINAL

884.4160

UNIPOLAR ENDOSCOPIC COAGULATOR-CUTTER AND ACCESSORIES

KNF - COAGULATOR-CUTTER, ENDOSCOPIC, UNIPOLAR (AND ACCESSORIES)

HFG - COAGULATOR, LAPAROSCOPIC, UNIPOLAR (AND ACCESSORIES)

HFH - COAGULATOR, HY STEROSCOPIC (AND ACCESSORIES)

HFIl - COAGULATOR, CULDOSCOPIC (AND ACCESSORIES)

884.4260

HY GROSCOPIC-LAMINARIA CERVICAL DILATOR

HDY - DILATOR, CERVICAL, HY GROSCOPIC-LAMINARIA

884.4340

FETAL VACUUM EXTRACTOR

HDB - EXTRACTOR, VACUUM, FETAL

884.4400

OBSTETRIC FORCEPS

HDA - FORCEPS, OBSTETRICAL

884.4500

OBSTETRIC FETAL DESTRUCTIVE INSTRUMENT

KNB - INSTRUMENT, DESTRUCTIVE, FETAL, OBSTETRIC

HDI - HOOK, DESTRUCTIVE, OBSTETRICAL

HFZ - CRANIOTRIBE

HGA - CRANIOCLAST

HHN - CLEIDOCLAST

884.4530

OBSTETRIC-GYNECOLOGIC SPECIALIZED MANUAL INSTRUMENT

LBX - PELVIMETER, INTERNAL

HCZ - FORCEPS, SURGICAL, GYNECOLOGICAL

HDC - TENACULUM, UTERINE
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HDP- ELEVATOR, UTERINE

HDZ - KNIFE, CERVICAL CONE

HFW - CLAMP, UMBILICAL

HEX - CLAMP, CIRCUMCISION

HHO - SCREW, FIBROID, GYNECOLOGICAL

HHT - SPATULA, CERVICAL, CYTOLOGICAL

HIB - SPECULUM, VAGINAL, NONMETAL

HIC - SPECULUM, VAGINAL, NONMETAL, FIBEROPTIC

884.4900 |OBSTETRIC TABLE AND ACCESSORIES

KNC - TABLE, OBSTETRIC (AND ACCESSORIES)

HDD - TABLE, OBSTETRICAL, AC-POWERED (AND ACCESSORIES)

HEA - CLIP, DRAPE, LITHOTOMY

HHP- TABLE, OBSTETRICAL, MANUAL (AND ACCESSORIES)

884.5070 |VACUUM ABORTION SYSTEM

HGF - SOURCE, ABORTION UNIT, VACUUM

HGG - CONTROLLER, ABORTION UNIT, VACUUM

HGH - CANNULA, SUCTION, UTERINE

HHI - SYSTEM, ABORTION, VACUUM

884.5100 |OBSTETRIC ANESTHESIA SET

KNE - SET, ANESTHESIA, OBSTETRIC

HEE - SET, ANESTHESIA, PARACERVICAL

HEG - SET, ANESTHESIA, PUDENDAL

884.5160 |POWERED BREAST PUMP

HGX - PUMP, BREAST, POWERED

884.5250 |CERVICAL CAP

HDR - CAP, CERVICAL

884.5350 | CONTRACEPTIVE DIAPHRAGM (AND ACCESSORIES)

HDW - DIAPHRAGM, CONTRACEPTIVE (AND ACCESSORIES)

884.5390 |PERINEAL HEATER

KND - HEATER, PERINEAL

HGZ - HEATER, PERINEAL, DIRECT CONTACT

HHA - HEATER, PERINEAL, RADIANT, NON-CONTACT

884.5400 |[MENSTRUAL CUP

HHE - CUP, MENSTRUAL

884.5425 |SCENTED OR SCENTED DEODORIZED MENSTRUAL PAD

HHL - PAD, MENSTRUAL, SCENTED
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884.5960

GENITAL VIBRATOR FOR THERAPEUTIC USE

KXQ - VIBRATOR FOR THERAPEUTIC USE, GENITAL

Ophthalmic Panel

Section No.

Regulation Name
Product Code-Device Name

876.1500

ENDOSCOPE AND ACCESSORIES

KYH - ENDOSCOPE, OPHTHALMIC

MPA - ENDOILLUMINATOR

880.5725

INFUSION PUMP

MRH - PUMP, INFUSION, OPHTHALMIC

886.1120

AC-POWERED OPHTHALMIC CAMERA

MMFE - PHOTOREFRACTOR

HKI - CAMERA, OPHTHALMIC, AC-POWERED

886.1220

CORNEAL ELECTRODE

HLZ - ELECTRODE, CORNEAL

886.1250

EUTHY SCOPE

HMK - EUTHY SCOPE, AC-POWERED

886.1300

AFTER IMAGE FLASHER

HPL - DEVICE, FIXATION, AC-POWERED, OPHTHALMIC

886.1360

VISUAL FIELD LASER INSTRUMENT

HPJ- INSTRUMENT, VISUAL FIELD, LASER

886.1385

POLYMETHYLMETHACRYLATE DIAGNOSTIC CONTACT LENS

HJIK - LENS, CONTACT, POLYMETHYLMETHACRYLATE, DIAGNOSTIC

886.1510

EYE MOVEMENT MONITOR

HLL - MONITOR, EYE MOVEMENT

HMC - MONITOR, EYE MOVEMENT, DIAGNOSTIC

886.1630

AC-POWERED PHOTOSTIMULATOR

HLX - PHOTOSTIMULATOR, AC-POWERED

886.1640

OPHTHALMIC PREAMPLIFIER

HLT - PREAMPLIFIER, AC-POWERED, OPHTHALMIC

HLW - PREAMPLIFIER, BATTERY-POWERED, OPHTHALMIC

886.1670

OPHTHALMIC ISOTOPE UPTAKE PROBE

HPW - PROBE AND COUNTER, ISOTOPE, FOR PHOSPHORUS 32

886.1850

AC-POWERED SLIT-LAMP BIOMICROSCOPE

MXK - DEVICE, ANALYSISANTERIOR SEGMENT

886.1930

TONOMETER AND ACCESSORIES
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HKX - TONOMETER, AC-POWERED

HKY - TONOMETER, MANUAL

HLA - CALIBRATOR, TONOMETER

HPK - TONOGRAPH

886.1945

TRANSILLUMINATOR

HIM - TRANSILLUMINATOR, AC-POWERED

886.4100

RADIOFREQUENCY CAUTERY APPARATUS

HOQ - APPARATUS, CAUTERY, RADIOFREQUENCY, BATTERY-POWERED

HOR - APPARATUS, CAUTERY, RADIOFREQUENCY, AC-POWERED

886.4115

THERMAL CAUTERY UNIT

HQO - UNIT, CAUTERY, THERMAL, AC-POWERED

HOP- UNIT, CAUTERY, THERMAL, BATTERY-POWERED

886.4150

VITREOUS ASPIRATION AND CUTTING INSTRUMENT

MSR - TUBING, REPLACEMENT, PHACOFRAGMENTATION UNIT

886.4170

CRYOPHTHALMIC UNIT

HPS- UNIT, CRYOPHTHALMIC

HOA - UNIT, CRYOTHERAPY, OPHTHALMIC

HRN - UNIT, CRYOPHTHALMIC, AC-POWERED

886.4250

OPHTHALMIC ELECTROLY SISUNIT

HRO - UNIT, ELECTROLY SIS, AC-POWERED, OPHTHALMIC

886.4335

OPERATING HEADLAMP

HPQ - HEADLAMP, OPERATING, AC-POWERED

FCT - HEADLIGHT, FIBEROPTIC FOCUSING

FSR - LIGHT, HEADBAND, SURGICAL

886.4400

ELECTRONIC METAL LOCATOR

HPM - LOCATOR, METAL, ELECTRONIC

886.4440

AC-POWERED MAGNET

HPO - MAGNET, AC-POWERED

886.4610

OCULAR PRESSURE APPLICATOR

LCC- APPLICATOR, OCULAR PRESSURE

886.4670

PHACOFRAGMENTATION SYSTEM

MUS - FLUIDIC, PHACOEMUL SIFICATION/PHACOFRAGMENTATION

MXO - LASER,SYSTEM,PHACOLYSIS

886.4690

OPHTHALMIC PHOTOCOAGULATOR

HOB - PHOTOCOAGULATOR AND ACCESSORIES

886.4790

OPHTHALMIC SPONGE
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HOZ - SPONGE, OPHTHALMIC

886.5100

OPHTHALMIC BETA RADIATION SOURCE

HRL - UNIT, BETA, RADIATION, OPHTHALMIC

Orthopedic Panel

Section No.

Regulation Name
Product Code-Device Name

888.1240

AC-POWERED DYNAMOMETER

LBB - DYNAMOMETER, AC-POWERED

888.4580

SONIC SURGICAL INSTRUMENT AND ACCESSORIES/ATTACHMENTS

JDX - INSTRUMENT, SURGICAL, SONIC AND ACCESSORY/ATTACHMENT

Pathology Panel

Section No.

Regulation Name
Product Code-Device Name

864.5260

AUTOMATED CELL-LOCATING DEVICE

LNJ- ANALYZER, CHROMOSOME, AUTOMATED

Physical Medicine Panel

Section No.

Regulation Name
Product Code-Device Name

890.1225

CHRONAXIMETER

IKP- CHRONAXIMETER

890.1375

DIAGNOSTIC ELECTROMY OGRAPH

IKN - ELECTROMY OGRAPH, DIAGNOSTIC

890.1450

POWERED REFLEX HAMMER

IKO - HAMMER, REFLEX, POWERED

890.1850

DIAGNOSTIC MUSCLE STIMULATOR

ISB - STIMULATOR, MUSCLE, DIAGNOSTIC

890.3110

ELECTRIC POSITIONING CHAIR

INO - CHAIR, POSITIONING, ELECTRIC

890.3690

POWERED WHEELED STRETCHER

INK - STRETCHER, WHEELED, POWERED

890.3930

WHEELCHAIR ELEVATOR

ING - ELEVATOR, WHEELCHAIR

890.5110

PARAFFIN BATH

IMC - BATH, PARAFFIN

890.5150

POWERED PATIENT TRANSPORT

ILK - TRANSPORT, PATIENT, POWERED

890.5250

MOIST STEAM CABINET
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IMB - CABINET, MOIST STEAM

890.5275

MICROWAVE DIATHERMY

I0A - DIATHERMY, MICROWAVE, FOR USE IN APPLYING THERAPEUTIC DEEP HEAT

890.5290

SHORTWAVE DIATHERMY

IMJ- DIATHERMY, SHORTWAVE, FOR USE IN APPLYING THERAPEUTIC DEEP HEAT

890.5300

ULTRASONIC DIATHERMY

IMI - DIATHERMY, ULTRASONIC, FOR USE IN APPLYING THERAPEUTIC DEEP HEAT

890.5360

MEASURING EXERCISE EQUIPMENT

ISD - EXERCISER, MEASURING

890.5500

INFRARED LAMP

ILY - LAMP, INFRARED

I0B - LAMP, INFRARED, PHYSICAL MEDICINE

890.5525

IONTOPHORESIS DEVICE

KTB - DEVICE, IONTOPHORESIS, SPECIFIC USES

890.5575

POWERED EXTERNAL LIMB OVERLOAD WARNING DEVICE

IRN - DEVICE, WARNING, OVERLOAD, EXTERNAL LIMB, POWERED

890.5650

POWERED INFLATABLE TUBE MASSAGER

IRP- MASSAGER, POWERED INFLATABLE TUBE

890.5850

POWERED MUSCLE STIMULATOR

IPF- STIMULATOR, MUSCLE, POWERED

890.5860

ULTRASOUND AND MUSCLE STIMULATOR

IMG - STIMULATOR, ULTRASOUND AND MUSCLE, FORUSE IN APPLYING THERAPEUTIC DEEP HEAT

890.5880

MULTI-FUNCTION PHY SICAL THERAPY TABLE

JFB - TABLE, PHYSICAL THERAPY, MULTI FUNCTION

890.5900

POWERED TRACTION EQUIPMENT

ITH - EQUIPMENT, TRACTION, POWERED

Radiology Panel

Section No.

Regulation Name
Product Code-Device Name

892.1220

FLUORESCENT SCANNER

JAO - SCANNER, FLUORESCENT

892.1390

RADIONUCLIDE REBREATHING SY STEM

IYT - SYSTEM, REBREATHING, RADIONUCLIDE

892.1660

NON-IMAGE-INTENSIFIED FLUOROSCOPIC X-RAY SYSTEM

JAB - SYSTEM, X-RAY, FLUOROSCOPIC, NON-IMAGE-INTENSIFIED

892.1730

PHOTOFLUOROGRAPHIC X-RAY SYSTEM
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IZG - SYSTEM, X-RAY, PHOTOFLUOROGRAPHIC

892.2030

MEDICAL IMAGE DIGITIZER

LMA - DIGITIZER, IMAGE

892.2040

MEDICAL IMAGE HARDCOPY DEVICE

LMC - CAMERA, MULTI FORMAT

892.2050

PICTURE ARCHIVING AND COMMUNICATIONS SYSTEMS

LLZ - SYSTEM, IMAGE PROCESSING

892.5050

MEDICAL CHARGED-PARTICLE RADIATION THERAPY SYSTEM

MUJ- SYSTEM,PLANNING,RADIATION THERAPY TREATMENT

IWK - CYCLOTRON, MEDICAL

IWM - SYNCHROTRON, MEDICAL

IYE - ACCELERATOR, LINEAR, MEDICAL

IYG- BETATRON, MEDICAL

JAE - MICROTRON, MEDICAL

LHN - SYSTEM, RADIATION THERAPY, CHARGED-PARTICLE, MEDICAL

892.5300

MEDICAL NEUTRON RADIATION THERAPY SYSTEM

IWL - SYSTEM, RADIATION THERAPY, NEUTRON, MEDICAL

892.5700

REMOTE CONTROLLED RADIONUCLIDE-APPLICATOR SYSTEM

JAQ - SYSTEM, APPLICATOR, RADIONUCLIDE, REMOTE-CONTROLLED

892.5710

RADIATION THERAPY BEAM-SHAPING BLOCK

Xl - BLOCK, BEAM-SHAPING, RADIATION THERAPY

892.5730

RADIONUCLIDE BRACHY THERAPY SOURCE

IWA - SOURCE, WIRE, IRIDIUM, RADIOCACTIVE

IWF - NEEDLE, ISOTOPE, GOLD, TITANIUM, PLATINUM

IWI - SOURCE, ISOTOPE, SEALED, GOLD, TITANIUM, PLATINUM

892.5750

RADIONUCLIDE RADIATION THERAPY SYSTEM

IWB - SYSTEM, RADIATION THERAPY, RADIONUCLIDE

IWD - DEVICE, BEAM LIMITING, TELETHERAPY, RADIONUCLIDE

892.5770

POWERED RADIATION THERAPY PATIENT SUPPORT ASSEMBLY

JAl - COUCH, RADIATION THERAPY, POWERED

892.5840

RADIATION THERAPY SIMULATION SYSTEM

KPQ - SYSTEM, SSIMULATION, RADIATION THERAPY

892.5900

X-RAY RADIATION THERAPY SYSTEM

IYC - GENERATOR, ORTHOVOLTAGE, THERAPEUTIC X-RAY

YD - GENERATOR, LOW VOLTAGE, THERAPEUTIC X-RAY

IYH - GENERATOR, DERMATOLOGICAL (GRENZ RAY), THERAPEUTIC X-RAY

http://Iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/Proposed.CFM (36 of 43) [6/19/2000 12:18:15 PM]


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1019
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1424
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1425
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1423
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1549
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=995
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=997
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1006
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1007
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1033
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1393
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=996
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1038
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=999
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=990
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=993
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=994
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=991
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=992
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1035
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1254
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1004
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1005
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/3rdPartyDetail.CFM?ID=1008

Proposed Expansion Pilot List of Devices for Third Party Review under the FDA Modernization Act of 1997 - June 2000

1Yl - COLLIMATOR, ORTHOVOLTAGE, THERAPEUTIC X-RAY

1YJ- COLLIMATOR, LOW VOLTAGE, THERAPEUTIC X-RAY

IYK - COLLIMATOR, HIGH VOLTAGE, THERAPEUTIC X-RAY

IYL - COLLIMATOR, DERMATOLOGICAL, THERAPEUTIC X-RAY

JAD - SYSTEM, THERAPEUTIC, X-RAY

KPZ - GENERATOR, HIGH VOLTAGE, X-RAY, THERAPEUTIC

KQA - DEVICE, BEAM LIMITING, X-RAY, THERAPEUTIC

892.5930 | THERAPEUTIC X-RAY TUBE HOUSING ASSEMBLY

ITZ- ASSEMBLY, TUBE HOUSING, X-RAY, THERAPEUTIC

General & Plastic Surgery Panel

] Regulation Name
Section N 5y 6uct Code-Device Name

878.4020 |OCCLUSIVE WOUND AND BURN DRESSING

MGP - DRESSING, WOUND AND BURN, OCCLUSIVE

878.4040 |SURGICAL APPAREL

FPH - GOWN, OPERATING-ROOM

EXX - MASK, SURGICAL

EXY - HOOD, SURGICAL

FYA - GOWN, SURGICAL

FYB - GOWN, PATIENT

FYC - GOWN, ISOLATION, SURGICAL

878.4350 | CRY OSURGICAL UNIT AND ACCESSORIES

FAZ - SYSTEM, CRYOSURGICAL, LIQUID NITROGEN, FOR UROLOGY

GEH - UNIT, CRYOSURGICAL, ACCESSORIES

878.4370 |SURGICAL DRAPE AND DRAPE ACCESSORIES

KGW - RING (WOUND PROTECTOR), DRAPE RETENTION, INTERNAL

KKX - DRAPE, SURGICAL

ERY - DRAPE, SURGICAL, ENT

EYX - DRAPE, PURE LATEX SHEET, WITH SELF-RETAINING FINGER COT

EYY - DRAPE, UROLOGICAL, DISPOSABLE

FNW - PAD, KELLY

HMT - DRAPE, PATIENT, OPHTHALMIC

HMW - DRAPE, MICROSCOPE, OPHTHALMIC

878.4630 [DERMATOLOGIC ULTRAVIOLET LAMP

FTC- LIGHT, ULTRAVIOLET, DERMATOLOGICAL

878.5040 |SUCTION LIPOPLASTY SYSTEM
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MUU - SYSTEM, SUCTION, LIPOPLASTY

878.5070

AIR-HANDLING APPARATUS FOR A SURGICAL OPERATING ROOM

FLJ- UNIT, AIRFLOW, LAMINAR

FRT - UNIT, ISOLATION, SURGICAL

FYD - APPARATUS, EXHAUST, SURGICAL

FZG - APPARATUS, AIRHANDLING, BENCH

FZH - APPARATUS, AIRHANDLING, ROOM

FZl - APPARATUS, AIRHANDLING, ENCLOSURE

Toxicol

ogy Panel

Section No.

Regulation Name
Product Code-Device Name

862.2250

GASLIQUID CHROMATOGRAPHY SYSTEM FOR CLINICAL USE

JXQ- MONITOR, U.V.,GLC

862.3030

ACETAMINOPHEN TEST SYSTEM

LDP- COLORIMETRY, ACETAMINOPHEN

862.3035

AMIKACIN TEST SYSTEM

KLP- AMIKACIN SERUM ASSAY

KLO - RADIOIMMUNOASSAY, AMIKACIN

LDN - ENZYMATIC RADIOCHEMICAL ASSAY, AMIKACIN

LGJ- FLUORESCENCE POLARIZATION IMMUNOASSAY, AMIBACIN

862.3040

ALCOHOL TEST SYSTEM

DIC - ALCOHOL DEHYDROGENASE, SPECIFIC REAGENT FOR ETHANOL ENZYME METHOD

DIZ - DELAYED ANALY SIS, ALCOHOL

DLA - TEST REAGENTSFOR METHYL ALCOHOL

DLH - GASCHROMATOGRAPHY, ALCOHOL

DLS- GAS CHROMATOGRAPH, ALCOHOL (DEDICATED INSTRUMENTS)

DMI - POTASSIUM DICHROMATE SPECIFIC REAGENT FOR ALCOHOL

DMJ- TEST REAGENTSFOR ETHYL ALCOHOL

DML - NAD-NADH, SPECIFIC REAGENT FOR ALCOHOL ENZYME METHOD

DMT - ENZYMATIC METHOD, ALCOHOL DEHYDROGENASE, ULTRAVIOLET

DOJ- POTASSIUM DICHROMATE, ALCOHOL

862.3150

BARBITURATE TEST SYSTEM

KZY - HIGH PRESSURE LIQUID CHROMATOGRAPHY, BARBITURATE

DIS- ENZYME IMMUNOASSAY, BARBITURATE

DJIN - MERCURY DITHIAZONE, COLORIMETRY, BARBITURATE

DKN - RADIOIMMUNOASSAY, BARBITURATE
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DKX - THIN LAYER CHROMATOGRAPHY, BARBITURATE

DLX - HEMAGGLUTINATION INHIBITION, BARBITURATE

DME - GASLIQUID CHROMATOGRAPHY, BARBITURATE

862.3170 [ BENZODIAZEPINE TEST SY STEM
JXM - ENZYME IMMUNOASSAY, BENZODIAZIPINE
KZZ - GAS CHROMATOGRAPHY, BENZODIAZIPINE
LAA - HIGH PRESSURE LIQUID CHROMATOGRAPHY, BENZODIAZIPINE
LAB - THIN LAYER CHROMATOGRAPHY, BENZODIAZIPINE
862.3300 [DIGITOXIN TEST SYSTEM
DPL - RADIOIMMUNOASSAY, DIGITOXIN (125-1), BOVINE ANTIBODY, CHARCOAL SEP.
LCW - RADIOIMMUNOASSAY, DIGITOXIN (125-1)
LEM - ENZYME IMMUNOASSAY, DIGITOXIN
DKQ - ANTISERUM, DIGITOXIN
DND - RADIOIMMUNOASSAY, DIGITOXIN (125-1), RABBIT ANTIBODY, SOLID PHASE SEP.
DNW - RADIOIMMUNOASSAY, DIGITOXIN (3-H), RABBIT ANTIBODY, CHARCOAL SEP.
DOB - RADIOIMMUNOASSAY, DIGITOXIN (3-H)
DOW - RADIOIMMUNOASSAY, DIGITOXIN (3-H), RABBIT ANTIBODY, COATED TUBE
DPG - RADIOIMMUNOASSAY, DIGITOXIN (125-1), RABBIT ANTIBODY, COATED TUBE SEP.
862.3320 [DIGOXIN TEST SYSTEM

DPO - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, COATED TUBE SEP.

KXT - ENZYME IMMUNOASSAY, DIGOXIN

LAN - ENZYME IMMUNOASSAY, N-ACETYLPROCAINAMIDE

LAR- ENZYME IMMUNOASSAY, PROCAINAMIDE

LBZ - ENZYME IMMUNOASSAY, QUINIDINE

LCS- RADIOIMMUNOASSAY, DIGOXIN (125-1)

LCT - RADIOIMMUNOASSAY, DIGOXIN (3-H)

DKA - ANTISERUM, DIGOXIN

DNJ- RADIOIMMUNOASSAY, DIGOXIN (125-1), GOAT ANTIBODY, 2ND ANTIBODY SEP.

DNL - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, SECOND ANTIBODY SEP.

DNQ - RADIOIMMUNOASSAY, DIGOXIN (3-H), RABBIT ANTIBODY, COATED TUBES SEP.

DNS- RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, DOUBLE LABEL SEP.

DOA - RADIOIMMUNOASSAY, DIGOXIN (125-1), GOAT ANTIBODY, ANION EXCHANGE, RESIN SEP.

DOG - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, POLYETHYLENE GLYCOL

DON - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, SOLID PHASE SEP.

DOR - RADIOIMMUNOASSAY, DIGOXIN (3-H), BOVINE ANTIBODY, CHARCOAL SEP.

DOY - RADIOIMMUNOASSAY, DIGOXIN (3-H), GOAT ANTIBODY, 2ND ANTIBODY SEP.
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DPB - RADIOIMMUNOASSAY, DIGOXIN (125-1), RABBIT ANTIBODY, CHARCOAL SEP.

DPD - RADIOIMMUNOASSAY, DIGOXIN (3-H), RABBIT ANTIBODY, CHARCOAL SEP.

DPI - RADIOIMMUNOASSAY, DIGOXIN (125-1), BOVINE ANTIBODY, CHARCOAL SEP.

862.3350

DIPHENYLHYDANTOIN TEST SYSTEM

MOJ- FLUORESCENCE POLARIZATION IMMUNOASSAY, DIPHENYLHYDANTOIN (FREE)

LDC - U.V. SPECTROMETRY, DIPHENYLHYDANTOIN

LES- FLUORESCENT IMMUNOASSAY, DIPHENYLHYDANTOIN

LFO - NEPHELOMETRIC INHIBITION IMMUNOASSAY, DIPHENYLHYDANTOIN

LGR - FLUORESCENCE POLARIZATION IMMUNOASSAY, DIPHENYLHYDANTOIN (TOTAL)

DIP- ENZYME IMMUNOASSAY, DIPHENYLHYDANTOIN

DKH - GAS CHROMATOGRAPHY, DIPHENYLHYDANTOIN

DLP- RADIOIMMUNOASSAY, DIPHENYLHYDANTOIN

DOZ - LIQUID CHROMATOGRAPHY, DIPHENYLHYDANTOIN

DPE - THIN LAYER CHROMATOGRAPHY, DIPHENYLHYDANTOIN

862.3380

ETHOSUXIMIDE TEST SYSTEM

DIY - GASCHROMATOGRAPHY, ETHOSUXIMIDE

DJX - RADIOIMMUNOASSAY, ETHOSUXIMIDE

DLF - ENZYME IMMUNOASSAY, ETHOSUXIMIDE

DNFE - LIQUID CHROMATOGRAPHY, ETHOSUXIMIDE

DNP- THIN LAYER CHROMATOGRAPHY, ETHOSUXIMIDE

862.3450

GENTAMICIN TEST SYSTEM

KLO - ENZYMATIC RADIOCHEMICAL ASSAY, GENTAMICIN

KZT - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE SERUM LEVELS OF GENTAMICIN

LCD - ENZYME IMMUNOASSAY, GENTAMICIN

LCQ - FLUORESCENT IMMUNOASSAY GENTAMICIN

DJB - RADIOIMMUNOASSAY, GENTAMICIN (125-1), SECOND ANTIBODY SEP.

DJ - ANTISERUM, GENTAMICIN

DKD - BACILLUS SUBTLIS, MICROBIOLOGICAL ASSAY, GENTAMICIN

DNO - HEMAGGLUTINATION INHIBITION, GENTAMICIN

862.3520

KANAMYCIN TEST SYSTEM

KJ - RADIOIMMUNOASSAY, KANAMYCIN

KZW - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE SERUM LEVELS OF KANAMY CIN

862.3550

LEAD TEST SYSTEM

DIJ- LEAD, DELTA AMINO LEVULINIC ACID

DMK - LEAD, PROTOPORPHYRIN, FLUOROMETRIC

DNX - LEAD, PROTOPORPHYRIN ZINC METHOD, FLUOROMETRIC
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DOF - LEAD, ATOMIC ABSORPTION

DOX - FLUOROMETER, LEAD (DEDICATED INSTRUMENTS)

862.3555

LIDOCAINE TEST SYSTEM

KLR - ENZYME IMMUNOASSAY, LIDOCAINE

862.3560

LITHIUM TEST SYSTEM

JH- FLAME PHOTOMETRY, LITHIUM

JI - ATOMIC ABSORPTION, LITHIUM

862.3580

LYSERGIC ACID DIETHYLAMIDE (LSD) TEST SYSTEM

DLB - RADIOIMMUNOASSAY, LSD (125-1)

DOL - FREE RADICAL ASSAY, LSD

862.3630

METHAQUALONE TEST SYSTEM

KXS- RADIOIMMUNOASSAY, METHAQUALONE

862.3645

NEUROLEPTIC DRUGS RADIORECEPTOR ASSAY TEST SYSTEM

JKQ - GOLD CHLORIDE (COLORIMETRIC), BROMIDE

KLT - ENZYME IMMUNOASSAY, CARBAMAZEPINE

LDB - U.V. SPECTROMETRY, CARBAMAZEPINE

LEG - ENZYME IMMUNOASSAY, VALPROIC ACID

LGl - FLUORESCENCE POLARIZATION IMMUNOASSAY, CARBAMAZEPINE

LPX - RADIOCEPTOR ASSAY, NEUROLEPTIC DRUGS

DLE - REAGENTS, TEST, BROMIDES

862.3660

PHENOBARBITAL TEST SYSTEM

LDA - U.V. SPECTROMETRY, PHENOBARBITAL

LET - FLUORESCENT IMMUNOASSAY, PHENOBARBITAL

LEN - NEPHELOMETRIC INHIBITION IMMUNOASSAY, PHENOBARBITAL

LGO - FLUORESCENCE POLARIZATION IMMUNOASSAY, PHENOBARBITAL

DIX - THIN LAYER CHROMATOGRAPHY, PHENOBARBITAL

DJH - GAS CHROMATOGRAPHY, PHENOBARBITAL

DKP- RADIOIMMUNOASSAY, PHENOBARBITAL

DLZ - ENZYME IMMUNOASSAY, PHENOBARBITAL

DOO - LIQUID CHROMATOGRAPHY, PHENOBARBITAL

862.3670

PHENOTHIAZINE TEST SYSTEM

DJOQ - TEST REAGENTS FOR PHENOTHIAZINE

862.3680

PRIMIDONE TEST SYSTEM

DPQ - LIQUID CHROMATOGRAPHY, PRIMIDONE

LCZ - U.V. SPECTROMETRY, PRIMIDONE

LFT - FLUORESCENT IMMUNOASSAY, PRIMIDONE
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DIL - RADIOIMMUNOASSAY, PRIMIDONE

DJD - ENZYME IMMUNOASSAY, PRIMIDONE

DMQO - GASCHROMATOGRAPHY, PRIMIDONE

DOS- THIN LAYER CHROMATOGRAPHY, PRIMIDONE

862.3700

PROPOXYHPENE TEST SYSTEM

DPN - THIN LAYER CHROMATOGRAPHY, PROPOXY PHENE

JXN - ENZYME IMMUNOASSAY, PROPOXY PHENE

LAJ- GAS CHROMATOGRAPHY, PROPOXYPHENE

LAK - HIGH PRESSURE LIQUID CHROMATOGRAPHY, PROPOXYPHENE

862.3830

SALICYLATE TEST SYSTEM

DIM - GAS CHROMATOGRAPHY, SALICYLATE

DJE - THIN LAYER CHROMATOGRAPHY, SALICYLATE

DKJ- COLORIMETRY, SALICYLATE

DMX - LIQUID CHROMATOGRAPHY, SALICYLATE

DNC - STRIP, PAPER, SALICYLATE

862.3880

THEOPHYLLINE TEST SYSTEM

KLS- ENZYME IMMUNOASSAY, THEOPHYLLINE

LCA - RADIOIMMUNOASSAY, THEOPHYLLINE

LCY - U.V. SPECTROMETRY, THEOPHYLLINE

LER - FLUORESCENT IMMUNOASSAY, THEOPHYLLINE

LEW - THIN LAYER CHROMATOGRAPHY, THEOPHYLLINE

LGS - FLUORESCENCE POLARIZATION IMMUNOASSAY, THEOPHYLLINE

862.3900

TOBRAMYCIN TEST SYSTEM

KLB - RADIOIMMUNOASSAY, TOBRAMY CIN

KZX - KIT, DISC, AGAR GEL DIFFUSION, DETERMINE SERUM LEVELS OF TOBRAMY CIN

LCR - FLUORESCENT IMMUNOASSAY, TOBRAMYCIN

LDO - ENZYMATIC RADIOCHEMICAL ASSAY, TOBRAMYCIN

LFW - FLUORESCENCE POLARIZATION IMMUNOASSAY, TOBRAMYCIN

DID - BACILLUS SUBTLISMICROBIOLOGY ASSAY, TOBRAMYCIN

862.3910

TRICYCLIC ANTIDEPRESSANT DRUGS TEST SY STEM

LFG - RADIOIMMUNOASSAY, TRICYCLIC ANTIDEPRESSANT DRUGS

LFH - U.V. SPECTROMETRY, TRICYCLIC ANTIDEPRESSANT DRUGS

LFI - HIGH PRESSURE LIQUID CHROMATOGRAPHY, TRICYCLIC ANTIDEPRESSANT DRUGS

MLK - THIN LAYER CHROOMATOGRAPHY, TRICYCLIC ANTIDEPRESSANT DRUGS

862.3950

VANCOMYCIN TEST SYSTEM

LEH - RADIOIMMUNOASSAY, VANCOMY CIN
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